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FEDERAL  FOOD,  DRUG,  AND 
COSMETIC  ACT 

(References  in  brackets  [  ]  are  to  title  21  U.S.  Code) 

CHAPTER  I— SHORT  TITLE 

Section  1.  This  Act  may  be  cited  as  the  Federal  Food7 
Drug,  and  Cosmetic  Act. 

CHAPTER  II— DEFINITIONS  x 

Sec.  201  [321] .  For  the  purposes  of  this  Act— 

(a)  (1)  The  term  "State",  except  as  used  in  the  last 
sentence  of  section  702(a) ,  means  any  State  or  Territory 
of  the  United  States,  the  District  of  Columbia,  and  the 
Commonwealth  of  Puerto  Rico. 

(2)  The  term  "Territory"  means  any  Territory  or 
possession  of  the  United  States,  including  the  District  of 
Columbia,  and  excluding  the  Commonwealth  of  Puerto 
Rico  and  the  Canal  Zone. 

(b)  The  term  "interstate  commerce"  means  (1)  com- 
merce between  any  State  or  Territory  and  any  place  out- 
side thereof,  and  (2)  commerce  within  the  District  of 
Columbia  or  within  any  other  Territory  not  organized 
with  a  legislative  body. 

(c)  The  term  "Department"  means  the  U.S.  Depart- 
ment of  Health,  Education,  and  Welfare. 

(d)  The  term  "Secretary"  means  the  Secretary  of 
Health,  Education,  and  Welfare. 

(e)  The  term  "person"  includes  individual,  partner- 
ship, corporation,  and  association. 

(f )  1  The  term  "food"  means  (1)  articles  used  for  food 
or  drink  for  man  or  other  animals,  (2)  chewing  gum, 
and  (3)  articles  used  for  components  of  any  such  article. 


1  The  following  additional  definitions  applicable  to  this  Act  are  provided 
for  in  other  Acts  : 

Butter.  The  Act  of  March  4,  1923  (21  U.S.C.  321a),  defines  butter  as 
"the  food  product  usually  known  as  butter,  and  which  is  made  exclusively 
from  milk  or  cream,  or  both,  with  or  without  common  salt,  and  with  or 
without  additional  coloring  matter,  and  containing  not  less  than  SO  per 
centum  by  weight  of  milk  fat.  all  tolerances  having  been  allowed  for." 

Package.  The  Act  of  July  24,  1919  (21  U.S.C.  321b),  states  "The  word 
'package'  shall  include  and  shall  be  construed  to  include  wrapped  meats 
inclosed  in  papers  or  other  materials  as  prepared  by  the  manufacturers 
thereof  for  sale  " 

Nonfat  Dry  Milk,  Milk.  The  Act  of  July  2,  1956  (21  U.S.C.  321c),  defines 
nonfat  dry  milk  as  "the  product  resulting  from  the  removal  of  fat  and 
water  from  milk,  and  contains  the  lactose,  milk  proteins,  and  milk  min- 
erals in  the  same  relative  proportions  as  in  the  fresh  milk  from  which 
made.  It  contains  not  over  5  per  centum  by  weight  of  moisture  The  fat 
content  is  not  over  1%  per  centum  by  weight  unless  otherwise  indicated.  , 
and  defines  milk  to  mean  sweet  milk  of  cows. 

(3) 


(g)(1)  The  term  "drug"  means  (A)  articles  recog- 
nized in  the  official  United  States  Pharmacopeia,  official 
Homeopathic  Pharmacopeia  of  the  United  States,  or  offi- 
cial National  Formulary,  or  any  supplement  to  any  of 
them;  and  (B)  articles  intended  for  use  in  the  diag- 
nosis, cure,  mitigation,  treatment,  or  prevention  of  disease 
in  man  or  other  animals;  and  (C)  articles  (other  than 
food)  intended  to  affect  the  structure  or  any  function  of 
the  body  of  man  or  other  animals;  and  (D)  articles 
intended  for  use  as  a  component  of  any  articles  specified 
in  clause  (A),  (B),-or  (C)  ;  but  does  not  include  devices 
or  their  components,  parts,  or  accessories. 

(2)  The  term  "counterfeit  drug"  means  a  drug  which, 
or  the  container  or  labeling  of  which,  without  authoriza- 
tion, bears  the  trademark,  trade  name,  or  other  identify- 
ing mark,  imprint,  or  device,  or  any  likeness  thereof,  of  a 
drug  manufacturer,  processor,  packer,  or  distributor 
other  than  the  person  or  persons  who  in  fact  manufac- 
tured, processed,  packed,  or  distributed  such  drug  and 
which  thereby  falsely  purports  or  is  represented  to  be  the 
product  of,  or  to  have  been  packed  or  distributed  by, 
such  other  drug  manufacturer,  processor,  packer,  or  dis- 
tributor. 

(h)  The  term  "device"  (except  when  used  in  para- 
graph (n)  of  this  section  and  in  sections  301  (i),  403(f), 
502(c),  and  602(c))  means  an  instrument,  apparatus, 
implement,  machine,  contrivance,  implant,  in  vitro  re- 
agent, or  other  similar  or  related  article,  including  any 
component,  part,  or  accessory,  which  is — 

(1)  recognized  in  the  official  National  Formulary, 
or  the  United  States  Pharmacopeia,  or  any  supple- 
ment to  them, 

(2)  intended  for  use  in  the  diagnosis  of  disease  or 
other  conditions,  or  in  the  cure,  mitigation,  treat- 
ment, or  prevention  of  disease,  in  man  or  other 
animals,  or 

(3)  intended  to  affect  the  structure  or  any  func- 
tion of  the  body  of  man  or  other  animals,  and 

which  does  not  achieve  any  of  its  principal  intended  pur- 
poses through  chemical  action  within  or  on  the  body  of 
man  or  other  animals  and  which  is  not  dependent  upon 
being  metabolized  for  the  achievement  of  any  of  its  prin- 
cipal intended  purposes. 

(i)  The  term  "cosmetic"  means  (1)  articles  intended 
to  be  rubbed,  poured,  sprinkled,  or  sprayed  on,  intro- 
duced into,  or  otherwise  applied  to  the  human  body  or 
any  part  thereof  for  cleansing,  beautifying,  promoting 
attractiveness,  or  altering  the  appearance,  and  (2)  arti- 
cles intended  for  use  as  a  component  of  any  such  articles ; 
except  that  such  term  shall  not  include  soap. 

(j)  The  term  "official  compendium"  means  the  official 
United  States  Pharmacopeia,  official  Homeopathic  Phar- 
macopeia of  the  United  States,  official  National  Formu- 
lary, or  any  supplement  to  any  of  them. 


(k)  The  term  "label"  means  a  display  of  written, 
printed,  or  graphic  matter  upon  the  immediate  con- 
tainer of  any  article;  and  a  requirement  made  by  or 
under  authority  of  this  Act  that  any  word,  statement,  or 
other  information  appear  on  the  label  shall  not  be 
considered  to  be  complied  with  unless  such  word,  state- 
ment, or  other  information  also  appears  on  the  outside 
container  or  wrapper,  if  any  there  be,  of  the  retail  pack- 
age of  such  article,  or  is  easily  legible  through  the  outside 
container  or  wrapper. 

(1)  The  term  "immediate  container"  does  not  include 
package  liners. 

(m)  The  term  "labeling"  means  all  labels  and  other 
written,  printed,  or  graphic  matter  (1)  upon  any  article 
or  any  of  its  containers  or  wrappers,  or  (2)  accompany- 
ing such  article. 

(n)  If  an  article  is  alleged  to  be  misbranded  because 
the  labeling  or  advertising  is  misleading,  then  in  de- 
termining whether  the  labeling  or  advertising  is  mislead- 
ing there  shall  be  taken  into  account  (among  other 
things)  not  only  representations  made  or  suggested  by 
statement,  word,  design,  device,  or  any  combination 
thereof,  but  also  the  extent  to  which  the  labeling  or 
advertising  fails  to  reveal  facts  material  in  the  light  of 
such  representations  or  material  with  respect  to  conse- 
quences which  may  result  from  the  use  of  the  article  to 
which  the  labeling  or  advertising  relates  under  the  con- 
ditions of  use  prescribed  in  the  labeling  or  advertising 
thereof  or  under  such  conditions  of  use  as  are  customary 
or  usual. 

(o)  The  representation  of  a  drug,  in  its  labeling,  as 
an  antiseptic  shall  be  considered  to  be  a  representation 
that  it  is  a  germicide,  except  in  the  case  of  a  drug  pur- 
porting to  be,  or  represented  as,  an  antiseptic  for  in- 
hibitory use  as  a  wet  dressing,  ointment,  dusting  powder, 
or  such  other  use  as  involves  prolonged  contact  with  the 
body. 

(p)  The  term  "new  drug"  means — 

(1)  Any  drug  (except  a  new  animal  drug  or  an 
animal  feed  bearing  or  containing  a  new  animal 
drug)  the  composition  of  which  is  such  that  such 
drug  is  not  generally  recognized,  among  experts 
qualified  by  scientific  training  and  experience  to 
evaluate  the  safety  and  effectiveness  of  drugs,  as 
safe  and  effective  for  use  under  the  conditions  pre- 
scribed, recommended,  or  suggested  in  the  labeling 
thereof,  except  that  such  a  drug  not  so  recognized 
shall  not  be  deemed  to  be  a  "new  drug"  if  at  any 
time  prior  to  the  enactment  of  this  Act  it  was  subject 
to  the  Food  and  Drugs  Act  of  June  30,  1906,  as 
amended,  and  if  at  such  time  its  labeling  contained 
the  same  representations  concerning  the  conditions 
of  its  use ;  or 
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(2)  Any  drug  (except  a  new  animal  drug  or  an 
animal  feed  bearing  or  containing  a  new  animal 
drug)  the  composition  of  which  is  such  that  such 
drug,  as  a  result  of  investigations  to  determine  its 
safety  and  effectiveness  for  use  under  such  condi- 
tions, has  become  so  recognized,  but  which  has  not, 
otherwise  than  in  such  investigations,  been  used  to 
a  material  extent  or  for  a  material  time  under  such 
conditions, 
(q)   The  term  "pesticide  chemical"  means  any  sub- 
stance which,  alone,"in  chemical  combination  or  in  formu- 
lation with  one  or  more  other  substances,  is  a  pesticide 
within  the  meaning  of  the  Federal  Insecticide,  Fungi- 
cide, and  Rodenticide  Act  (7  U.S.C.,  sees.  135-135&)  as 
now  in  force  or  as  hereafter  amended,  and  which  is  used 
in  the  production,  storage,  or  transportation  of  raw 
agricultural  commodities. 

(r)  The  term  "raw  agricultural  commodity"  means 
any  food  in  its  raw  or  natural  state,  including  all  fruits 
that  are  washed,  colored,  or  otherwise  treated  in  their 
unpeeled  natural  form  prior  to  marketing. 

(s)  The  term  "food  additive"  means  any  substance  the 
intended  use  of  which  results  or  may  reasonably  be  ex- 
pected to  result,  directly  or  indirectly,  in  its  becoming  a 
component  or  otherwise  affecting  the  characteristics  of 
any  food  (including  any  substance  intended  for  use  in 
producing,  manufacturing,  packing,  processing,  prepar- 
ing, treating,  packaging,  transporting,  or  holding  food ; 
and  including  any  source  of  radiation  intended  for  any 
such  use),  if  such  substance  is  not  generally  recognized, 
among  experts  qualified  by  scientific  training  and  ex- 
perience to  evaluate  its  safety,  as  having  been  adequately 
shown  through  scientific  procedures  (or,  in  the  case  of 
a  substance  used  in  food  prior  to  January  1, 1958,  through 
either  scientific  procedures  or  experience  based  on  com- 
mon use  in  food)  to  be  safe  under  the  conditions  of  its 
intended  use;  except  that  such  term  does  not  include — 

(1)  a  pesticide  chemical  in  or  on  a  raw  agricul- 
tural commodity ;  or 

(2)  a  pesticide  chemical  to  the  extent  that  it  is 
intended  for  use  or  is  used  in  the  production,  stor- 
age, or  transportation  of  any  raw  agricultural  com- 
modity ;  or 

(3)  a  color  additive ;  or 

(4)  any  substance  used  in  accordance  with  a  sanc- 
tion or  approval  granted  prior  to  the  enactment  of 
this  paragraph  pursuant  to  this  Act,  the  Poultry 
Products  Inspection  Act  (21  U.S.C.  451  and  the  fol- 
lowing) or  the  Meat  Inspection  Act  of  March  4, 1907 
(34  Stat.  1260) ,  as  amended  and  extended  (21  U.S.C. 
71  and  the  following) ;  or 

(5)  a  new  animal  drug. 

(t)(l)  The  term  "color  additive"  means  a  material 
which — 


(A)  is  a  dye,  pigment,  or  other  substance  made  by 
a  process  of  synthesis  or  similar  artifice,  or  extracted, 
isolated,  or  otherwise  derived,  with  or  without  inter- 
mediate or  final  change  of  identity,  from  a  vege- 
table, animal,  mineral,  or  other  source,  and 

( B )  when  added  or  applied  to  a  food,  drug,  or  cos- 
metic, or  to  the  human  body  or  any  part  thereof,  is 
capable  (alone  or  through  reaction  with  other  sub- 
stance) of  imparting  color  thereto; 

except  that  such  term  does  not  include  any  material  which 
the  Secretary,  by  regulation,  determines  is  used  (or  in- 
tended to  be  used)  solely  for  a  purpose  or  purposes  other 
than  coloring. 

(2)  The  term  "color"  includes  black,  white,  and  inter- 
mediate grays. 

(3)  Nothing  in  subparagraph  (1)  of  this  paragraph 
shall  be  construed  to  apply  to  any  pesticide  chemical,  soil 
or  plant  nutrient,  or  other  agricultural  chemical  solely 
because  of  its  effect  in  aiding,  retarding,  or  otherwise  af- 
fecting, directly  or  indirectly,  the  growth  or  other  natural 
physiological  processes  of  produce  of  the  soil  and  thereby 
affecting  its  color,  whether  before  or  after  harvest. 

(u)  The  term  "safe,"  as  used  in  paragraph  (s)  of  this 

section  and  in  sections  409,  512,  and  706,  has  reference  to 

the  health  of  man  or  animal. 
/y\  i  *  *  ♦ 

(w)  The  term  "new  animal  drug"  means  any  drug 
intended  for  use  for  animals  other  than  man,  including 
any  drug  intended  for  use  in  animal  feed  but  not  includ- 
ing such  animal  feed — 

(1)  the  composition  of  which  is  such  that  such 
drug  is  not  generally  recognized,  among  experts 
qualified  by  scientific  training  and  experience  to 
evaluate  the  safety  and  effectiveness  of  animal  drugs, 
as  safe  and  effective  for  use  under  the  conditions  pre- 
scribed, recommended,  or  suggested  in  the  labeling 
thereof;  except  that  such  a  drug  not  so  recognized 
shall  not  be  deemed  to  be  a  "new  animal  drug"  if  at 
any  time  prior  to  June  25, 1938,  it  was  subject  to  the 
Food  and  Drug  Act  of  June  30,  1906,  as  amended, 
and  if  at  such  time  its  labeling  contained  the  same 
representations  concerning  the  conditions  of  its  use ; 
or 

(2)  the  composition  of  which  is  such  that  such 
drug,  as  a  result  of  investigations  to  determine  its 
safety  and  effectiveness  for  use  under  such  condi- 
tions, has  become  so  recognized  but  which  has  not, 
otherwise  than  in  such  investigations,  been  used  to  a 
material  extent  or  for  a  material  time  under  such 
conditions;  or 

(3)  which  drug  is  composed  wholly  or  partly  of 
any  kind  of  penicillin,  streptomycin,  chlortetracy- 
cline,  chloramphenicol,  or  bacitracin,  or  any  deriva- 

1  Repealed  by  sec.  701  of  P.L.  91-513. 
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tive  thereof,  except  when  there  is  in  effect  a  published 
order  of  the  Secretary  declaring  such  drug  not  to  be 
a  new  animal  drug  on  the  grounds  that  (A)  the  re- 
quirement of  certification  of  batches  of  such  drug, 
as  provided  for  in  section  512  (n),  is  not  necessary 
to  insure  that  the  objectives  specified  in  paragraph 
(3)  thereof  are  achieved  and  (B)  that  neither  sub- 
paragraph (1)  nor  (2)  of  this  paragraph  (w)  ap- 
plies to  such  drug. 
(x)  The  term  "animal  feed",  as  used  in  paragraph 
(w)  of  this  section,  in  section  512,  and  in  provisions  of 
this  Act  referring  to  such  paragraph  or  section,  means  an 
article  which  is  intended  for  use  for  food  for  animals 
other  than  man  and  which  is  intended  for  use  as  a  sub- 
stantial source  of  nutrients  in  the  diet  of  the  animal,  and 
is  not  limited  to  a  mixture  intended  to  be  the  sole  ration 
of  the  animal. 

(y)  The  term  "informal  hearing"  means  a  hearing 
which  is  not  subject  to  section  554,  556,  or  557  of  title  5 
of  the  United  States  Code  and  which  provides  for  the 
following : 

(1)  The  presiding  officer  in  the  hearing  shall  be 
designated  by  the  Secretary  from  officers  and  em- 
ployees of  the  Department  of  Health,  Education, 
and  Welfare  who  have  not  participated  in  any 
action  of  the  Secretary  which  is  the  subject  of  the 
hearing  and  who  are  not  directly  responsible  to  an 
officer  or  employee  of  the  Department  who  has  par- 
ticipated in  any  such  action. 

(2)  Each  party  to  the  hearing  shall  have  the 
right  at  all  times  to  be  advised  and  accompanied  by 
an  attorney. 

(3)  Before  the  hearing,  each  party  to  the  hearing 
shall  be  given  reasonable  notice  of  the  matters  to  be 
considered  at  the  hearing,  including  a  comprehen- 
sive statement  of  the  basis  for  the  action  taken  or 
proposed  by  the  Secretary  which  is  the  subject  of 
the  hearing  and  a  general  summary  of  the  informa- 
tion which  will  be  presented  by  the  Secretary  at  the 
hearing  in  support  of  such  action. 

(4)  At  the  hearing  the  parties  to  the  hearing 
shall  have  the  right  to  hear  a  full  and  complete 
statement  of  the  action  of  the  Secretary  which  is  the 
subject  of  the  hearing  together  with  the  information 
and  reasons  supporting  such  action,  to  conduct  rea- 
sonable questioning,  and  to  present  any  oral  or  writ- 
ten information  relevant  to  such  action. 

(5)  The  presiding  officer  in  such  hearing  shal1 
prepare  a  written  report  of  the  hearing  to  which 
shall  be  attached  all  written  material  presented  at 
the  hearing.  The  participants  in  the  hearing  shall  be 
given  the  opportunity  to  review  and  correct  or  sup- 
plement the  presiding  officer's  report  of  the  hearing. 

(6)  The  Secretary  may  require  the  hearing  to  be 
transcribed.  A  party  to  the  hearing  shall  have  the 
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right  to  have  the  hearing  transcribed  at  his  expense. 
Any  transcription  of  a  hearing  shall  be  included  in 
the  presiding  officer's  report  of  the  hearing, 
(z)    The  term  "saccharin"  includes  calcium  saccha- 
rin, sodium  saccharin,  and  ammonium  saccharin. 

CHAPTER  III— PROHIBITED  ACTS  AND 
PENALTIES 

PROHIBITED    ACTS 

Sec.  301  [331].  The  following  acts  and  the  causing 
thereof  are  hereby  prohibited : 

(a)  The  introduction  or  delivery  for  introduction  into 
interstate  commerce  of  any  food,  drug,  device,  or  cosmetic 
that  is  adulterated  or  misbranded. 

(b)  The  adulteration  or  misbranding  of  any  food, 
drug,  device,  or  cosmetic  in  interstate  commerce. 

(c)  The  receipt  in  interstate  commerce  of  any  food, 
drug,  device,  or  cosmetic  that  is  adulterated  or  mis- 
branded,  and  the  delivery  or  proffered  delivery  thereof 
for  pay  or  otherwise. 

(d)  The  introduction  or  delivery  for  introduction  into 
interstate  commerce  of  any  article  in  violation  of  section 
404  or  505. 

(e)  The  refusal  to  permit  access  to  or  copying  of  any 
record  as  required  by  section  703 ;  or  the  failure  to  estab- 
lish or  maintain  any  record,  or  make  any  report,  required 
under  section  505  (i)  or  (j),  507  (d)  or  (g),  512 (j), 
(1)  or  (m) ,  515  (f ) ,  or  519  or  the  refusal  to  permit  access 
to  or  verification  or  copying  of  any  such  required  record. 

(f)  The  refusal  to  permit  entry  or  inspection  as  au- 
thorized by  section  704. 

(g)  The  manufacture  within  any  Territory  of  any 
food,  drug,  device,  or  cosmetic  that  is  adulterated  or 
misbranded. 

(h)  The  giving  of  a  guaranty  or  undertaking  referred 
to  in  section  303(c)  (2),  which  guaranty  or  undertaking 
is  false,  except  by  a  person  who  relied  upon  a  guaranty 
or  undertaking  to  the  same  effect  signed  by,  and  contain- 
ing the  name  and  address  of,  the  person  residing  in  the 
United  States  from  whom  he  received  in  good  faith  the 
food,  drug,  device,  or  cosmetic  that  is  adulterated  or 
anty  or  undertaking  referred  to  in  section  303(c)(3), 
which  guaranty  or  undertaking  is  false. 

(i)  (1)  Forging,  counterfeiting,  simulating,  or  falsely 
representing,  or  without  proper  authority  using  any 
mark,  stamp,  tag,  label,  or  other  identification  device 
authorized  or  required  by  regulations  promulgated  under 
the  provisions  of  section  404,  506,  507,  or  706. 

(2)  Making,  selling,  disposing  of,  or  keeping  in 
possession,  control,  or  custody,  or  concealing  any 
punch,  die,  plate,  stone,  or  other  thing  designed  to 
print,  imprint,  or  reproduce  the  trademark,  trade 
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name,  or  other  identifying  mark,  imprint,  or  device 
of  another  or  any  likeness  of  any  of  the  foregoing 
upon  any  drug  or  container  or  labeling  thereof  so  as 
to  render  such  drugs  a  counterfeit  drug. 

(3)  The  doing  of  any  act  which  causes  a  drug  to 
be  a  counterfeit  drug,  or  the  sale  or  dispensing,  or 
the  holding  for  sale  or  dispensing,  of  a  counterfeit 
drug, 
(j)  The  using  by  any  person  to  his  own  advantage, 
or  revealing,  other  than  to  the  Secretary  or  officers  or 
employees  of  the  Department,  or  to  the  courts  when  rele- 
vant in  any  judicial  proceeding  under  this  Act,  any  in- 
formation acquired  under  authority  of  section  404,  409, 
505,  506,  507,  510,  512,  513,  514,  515,  516,  518,  519,  520, 
704,  706,  or  708  concerning  any  method  or  process  which 
as  a  trade  secret  is  entitled  to  protection. 

(k)  The  alteration,  mutilation,  destruction,  oblitera- 
tion, or  removal  of  the  whole  or  any  part  of  the  labeling 
of,  or  the  doing  of  any  other  act  with  respect  to,  a  food, 
drug,  device,  or  cosmetic,  if  such  act  is  done  while  such 
article  is  held  for  sale  (whether  or  not  the  first  sale)  after 
shipment  in  interstate  commerce  and  results  in  such  arti- 
cle being  adulterated  or  misbranded. 

(1)  The  using,  on  the  labeling  of  any  drug  or  device 
or  in  any  advertising  relating  to  such  drug  or  device,  of 
any  representation  or  suggestion  that  approval  of  an 
application  with  respect  to  such  drug  or  device  is  in 
effect  under  section  505,  515,  or  520(g),  as  the  case  may 
be,  or  that  such  drug  or  device  complies  with  the  pro- 
visions of  such  section. 

(m)  The  sale  or  offering  for  sale  of  colored  oleo- 
margarine or  colored  margarine,  or  the  possession  or 
serving  of  colored  oleomargarine  or  colored  margarine  in 
violation  of  section  407  (b)  or  407  (c) . 

(n)  The  using,  in  labeling,  advertising  or  other  sales 
promotion  of  any  reference  to  any  report  or  analysis 
furnished  in  compliance  with  section  704. 

(o)  In  the  case  of  a  prescription  drug  distributed  or 
offered  for  sale  in  interstate  commerce,  the  failure  of  the 
manufacturer,  packer,  or  distributor  thereof  to  maintain 
for  transmittal,  or  to  transmit,  to  any  practitioner  li- 
censed by  applicable  State  law  to  administer  such  drug 
who  makes  written  request  for  information  as  to  such 
drug,  true  and  correct  copies  of  all  printed  matter  which 
is  required  to  be  included  in  any  package  in  which  that 
drug  is  distributed  or  sold,  or  such  other  printed  matter 
as  is  approved  by  the  Secretary.  Nothing  in  this  para- 
graph shall  be  construed  to  exempt  any  person  from  any 
labeling  requirement  imposed  by  or  under  other  provi- 
sions of  this  Act. 

(p)  The  failure  to  register  in  accordance  with  section 
510,  the  failure  to  provide  any  information  required  by 
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section  510 (j)  or  510  (k) ;  or  the  failure  to  provide  a 
notice  required  by  section  510(j)  (2). 

(q)  (1)  The  failure  or  refusal  to  (A)  comply  with  any 
requirement  prescribed  under  section  518  or  520(g),  or 
(B)  furnish  any  notification  or  other  material  or  infor- 
mation required  by  or  under  section  519  or  520(g). 

(2)  With  respect  to  any  device,  the  submission  of  any 
report  that  is  required  by  or  under  this  Act  that  is  false  or 
misleading  in  any  material  respect. 

(r)  The  movement  of  a  device  in  violation  of  an  order 
under  section  304(g)  or  the  removal  or  alteration  of  any 
mark  or  label  required  by  the  order  to  identify  the  device 
as  detained. 

INJUNCTION   PROCEEDINGS 

Sec.  302  [332].  (a)  The  district  courts  of  the  United 
States  and  the  United  States  courts  of  the  Territories 
shall  have  jurisdiction,  for  cause  shown,  and  subject  to 
the  provisions  of  section  381  (relating  to  notice  to  op- 
posite party)  of  Title  28,  to  restrain  violations  of  section 
301  of  this  title,  except  paragraphs  (h),  (i),  and  (j)  of 
said  section. 

(b)  In  case  of  violation  of  an  injunction  or  restraining 
order  issued  under  this  section,  which  also  constitutes 
a  violation  of  this  Act,  trial  shall  be  by  the  court,  or,  upon 
demand  of  the  accused,  by  a  jury.  Such  trial  shall  be 
conducted  in  accordance  with  the  practice  and  procedure 
applicable  in  the  case  of  proceedings  subject  to  the  pro- 
visions of  section  22  of  such  Act  of  October  15,  1914,  as 
amended.  [This  section,  which  appeared  as  U.S.C.,  title 
28,  sec.  387,  has  been  repealed.  It  is  now  covered  by  Rule 
42(b),  Federal  Rules  of  Criminal  Procedure.] 

PENALTIES 

Sec.  303  [333].  (a)  Any  person  who  violates  a  provi- 
sion of  section  301  shall  be  imprisoned  for  not  more  than 
one  year  or  fined  not  more  than  $1,000,  or  both. 

(b)  Notwithstanding  the  provisions  of  subsection  (a) 
of  this  section,  if  any  person  commits  such  a  violation 
after  a  conviction  of  him  under  this  section  has  become 
final,  or  commits  such  a  violation  with  the  intent  to 
defraud  or  mislead,  such  person  shall  be  imprisoned  for 
not  more  than  three  years  or  fined  not  more  than  $10,000 
or  both. 

(c)  No  person  shall  be  subject  to  the  penalties  of  sub- 
section (a)  of  this  section,  (1)  for  having  received  in  in- 
terstate commerce  any  article  and  delivered  it  or  prof- 
fered delivery  of  it,  if  such  delivery  or  proffer  was  made 
in  good  faith,  unless  he  refuses  to  furnish  on  request  of 
an  officer  or  employee  duly  designated  by  the  Secretary 
the  name  and  address  of  the  person  from  whom  he  pur- 
chased or  received  such  article  and  copies  of  all  docu- 
ments, if  any  there  be,  pertaining  to  the  delivery  of  the 
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article  to  him;  or  (2)  for  having  violated  section  301 
(a)  or  (d),  if  he  establishes  a  guaranty  or  undertaking 
signed  by,  and  containing  the  name  and  address  of,  the 
person  residing  in  the  United  States  from  whom  he  re- 
ceived in  good  faith  the  article,  to  the  effect,  in  case  of 
an  alleged  violation  of  section  301(a),  that  such  article 
is  not  adulterated  or  misbranded,  within  the  meaning  of 
this  Act,  designating  this  Act,  or  to  the  effect,  in  case 
of  an  alleged  violation  of  section  301  (d) ,  that  such  article 
is  not  an  article  which  may  not,  under  the  provisions  of 
section  404  or  505,  be  introduced  into  interstate  com- 
merce; or  (3)  for  having  violated  section  301(a),  where 
the  violation  exists  because  the  article  is  adulterated  by 
reason  of  containing  a  color  additive  not  from  a  batch 
certified  in  accordance  with  regulations  promulgated  by 
the  Secretary  under  this  Act,  if  such  person  establishes  a 
guaranty  or  undertaking  signed  by,  and  containing  the 
name  and  address  of,  the  manufacturer  of  the  color  addi- 
tive, to  the  effect  that  such  color  additive  was  from  a 
batch  certified  in  accordance  with  the  applicable  regula- 
tions promulgated  by  the  Secretary  under  this  Act;  or 
(4)  for  having  violated  section  301(b),  (c),  or  (k)  by 
failure  to  comply  with  section  502(f)  in  respect  to  an 
article  received  in  interstate  commerce  to  which  neither 
section  503(a)  nor  section  503(b)  (1)  is  applicable,  if  the 
delivery  or  proffered  delivery  was  made  in  good  faith 
and  the  labeling  at  the  time  thereof  contained  the  same 
directions  for  use  and  warning  statements  as  were  con- 
tained in  the  labeling  at  the  time  of  such  receipt  of  such 
article;  or  (5)  for  having  violated  section  301  (i)  (2)  if 
such  person  acted  in  good  faith  and  had  no  reason  to  be- 
lieve that  use  of  the  punch,  die,  plate,  stone,  or  other 
thing  involved  would  result  in  a  drug  being  a  counterfeit 
drug,  or  for  having  violated  section  301  (i)  (3)  if  the  per- 
son doing  the  act  or  causing  it  to  be  done  acted  in  good 
faith  and  had  no  reason  to  believe  that  the  drug  was  a 
counterfeit  drug. 

(d)  No  person  shall  be  subject  to  the  penalties  of  sub- 
section  (a)  of  this  section  for  a  violation  of  section  301 
involving  misbranded  food  if  the  violation  exists  solely 
because  the  food  is  misbranded  under  section  403(a)  (2) 
because  of  its  advertising,  and  no  person  shall  be  subject 
to  the  penalties  of  subsection  (b)  of  this  section  for  such 
a  violation  unless  the  violation  is  committed  with  the 
intent  to  defraud  or  mislead. 

SEIZURE 

Sec.  304  [334].  (a)  (1)  Any  article  of  food,  drug, 
or  cosmetic  that  is  adulterated  or  misbranded  when  in- 
troduced into  or  while  in  interstate  commerce  or  while 
held  for  sale  (whether  or  not  the  first  sale)  after  ship- 
ment in  interstate  commerce,  or  which  may  not,  under 
the  provisions  of  section  404  or  505,  be  introduced  into 
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interstate  commerce,  shall  be  liable  to  be  proceeded 
against  while  in  interstate  commerce,  or  at  any  time 
thereafter,  on  libel  of  information  and  condemned  in 
any  district  court  of  the  United  States  or  United  States 
court  of  a  Territory  within  the  jurisdiction  of  which 
the  article  is  found:  Provided,  however,  That  no  libel 
for  condemnation  shall  be  instituted  under  this  Act,  for 
any  alleged  misbranding  if  there  is  pending  in  any  court 
a  libel  for  condemnation  proceeding  under  this  Act  based 
upon  the  same  alleged  misbranding,  and  not  more  than 
one  such  proceeding  shall  be  instituted  if  no  such  pro- 
ceeding is  so  pending,  except  that  such  limitations  shall 
not  apply  (A)  when  such  misbranding  has  been  the  basis 
of  a  prior  judgment  in  favor  of  the  United  States,  in  a 
criminal,  injunction,  or  libel  for  condemnation  proceed- 
ing under  this  Act,  or  (B)  when  the  Secretary  has  prob- 
able cause  to  believe  from  facts  found,  without  hearing, 
by  him  or  any  officer  or  employee  of  the  Department  that 
the  misbranded  article  is  dangerous  to  health,  or  that 
the  labeling  of  the  misbranded  article  is  fraudulent,  or 
would  be  in  a  material  respect  misleading  to  the  injury 
or  damage  of  the  purchaser  or  consumer.  In  any  case- 
where  the  number  of  libel  for  condemnation  proceedings 
is  limited  as  above  provided  the  proceeding  pending  or 
instituted  shall,  on  application  on  the  claimant,  season- 
ably made,  be  removed  for  trial  to  any  district  agreed 
upon  by  stipulation  between  the  parties,  or,  in  case  of 
failure  to  so  stipulate  within  a  reasonable  time,  the  claim- 
ant may  apply  to  the  court  of  the  district  in  which  the 
seizure  has  been  made,  and  such  court  (after  giving  the 
United  States  attorney  for  such  district  reasonable  notice 
and  opportunity  to  be  heard)  shall  by  order,  unless  good 
cause  to  the  contrary  is  shown,  specify  a  district  of  rea- 
sonable proximity  to  the  claimant's  principal  place  of 
business  to  which  the  case  shall  be  removed  for  trial. 

(2)  The  following  shall  be  liable  to  be  proceeded 
against  at  any  time  on  libel  of  information  and  con- 
demned in  any  district  court  of  the  United  States  or 
United  States  court  of  a  Territory  within  the  jurisdiction 
of  which  they  are  found:  (A)  Any  drug  that  is  a 
counterfeit  drug,  (B)  Any  container  of  a  counterfeit 
drug,  (C)  Any  punch,  die,  plate,  stone,  labeling,  contain- 
er, or  other  thing  used  or  designed  for  use  in  making  a 
counterfeit  drug  or  drugs,  and  (D)  Any  adulterated  or 
misbranded  device. 

(3)  (A)  Except  as  provided  in  subparagraph  (B),  no 
libel  for  condemnation  may  be  instituted  under  para- 
graph (1)  or  (2)  against  any  food  which — 

(i)  is  misbranded  under  section  403(a)(2)  be- 
cause of  its  advertising,  and 

(ii)  is  being  held  for  sale  to  the  ultimate  consumer 
in  an  establishment  other  than  an  establishment 
owned  or  operated  by  a  manufacturer,  packer,  or 
distributor  of  the  food. 
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(B)  A  libel  for  condemnation  may  be  instituted  under 
paragraph  (1)  or  (2)  against  a  food  described  in  sub- 
paragraph (A)  if — 

(i)  (I)  the  food's  advertising  which  resulted  in  the 
food  being  misbranded  under  section  403(a)  (2)  was 
disseminated  in  the  establishment  in  which  the  food 
is  being  held  for  sale  to  the  ultimate  consumer, 

(II)  such  advertising  was  disseminated  by,  or  un- 
der the  direction  of,  the  owner  or  operator  of  such 
establishment,  or 

(III)  all  or  part  of  the  cost  of  such  advertising 
was  paid  by  such  owner  or  operator;  and 

(ii)  the  owner  or  operator  of  such  establishment 
used  such  advertising  in  the  establishment  to  pro- 
mote the  sale  of  the  food. 

(b)  The  article,  equipment,  or  other  thing  proceeded 
against  shall  be  liable  to  seizure  by  process  pursuant  to 
the  libel,  and  the  procedure  in  cases  under  this  section 
shall  conform,  as  nearly  as  may  be,  to  the  procedure  in 
admiralty ;  except  that  on  demand  of  either  party  any  is- 
sue of  fact  joined  in  any  such  case  shall  be  tried  by  jury. 
When  libel  for  condemnation  proceedings  under  this 
section,  involving  the  same  claimant  and  the  same  issues 
of  adulteration  or  misbranding,  are  pending  in  two  or 
more  jurisdictions,  such  pending  proceedings,  upon  ap- 
plication of  the  claimant  seasonably  made  to  the  court 
of  one  such  jurisdiction,  shall  be  consolidated  for  trial 
by  order  of  such  court,  and  tried  in  (1)  any  district 
selected  by  the  claimant  where  one  of  such  proceedings 
is  pending;  or  (2)  a  district  agreed  upon  by  stipulation 
between  the  parties.  If  no  order  for  consolidation  is  so 
made  within  a  reasonable  time,  the  claimant  may  apply 
to  the  court  of  one  such  jurisdiction,  and  such  court 
(after  giving  the  United  States  attorney  for  such  dis- 
trict reasonable  notice  and  opportunity  to  be  heard) 
shall  by  order,  unless  good  cause  to  the  contrary  is 
shown,  specify  a  district  of  reasonable  proximity  to  the 
claimant's  principal  place  of  business,  in  which  all  such 
pending  proceedings  shall  be  consolidated  for  trial  and 
tried.  Such  order  of  consolidation  shall  not  apply  so  as 
to  require  the  removal  of  any  case  the  date  for  trial  of 
which  has  been  fixed.  The  court  granting  such  order 
shall  give  prompt  notification  thereof  to  the  other  courts 
having  jurisdiction  of  the  cases  covered  thereby. 

(c)  The  court  at  any  time  after  seizure  up  to  a  rea- 
sonable time  before  trial  shall  by  order  allow  any  party 
to  a  condemnation  proceeding,  his  attorney  or  agent,  to 
obtain  a  representative  sample  of  the  article  seized  and 
a  true  copy  of  the  analysis,  if  any,  on  which  the  proceed- 
ing is  based  and  the  identifying  marks  or  numbers,  if 
any,  of  the  packages  from  which  the  samples  analyzed 
were  obtained. 
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(d)(1)  Any  food,  drug,  device,  or  cosmetic  con- 
demned under  this  section  shall,  after  entry  of  the  decree, 
be  disposed  of  by  destruction  or  sale  as  the  court  may,  in 
accordance  with  the  provisions  of  this  section,  direct  and 
the  proceeds  thereof,  if  sold,  less  the  legal  costs  and 
charges,  shall  be  paid  into  the  Treasury  of  the  United 
States ;  but  such  article  shall  not  be  sold  under  such  de- 
cree contrary  to  the  provisions  of  this  Act  or  the  laws 
of  the  jurisdiction  in  which  sold :  Provided,  That  after 
entry  of  the  decree  and  upon  the  payment  of  the  costs 
of  such  proceedings  and  the  execution  of  a  good  and 
sufficient  bond  conditioned  that  such  article  shall  not  be 
sold  or  disposed  of  contrary  to  the  provisions  of  this  Act 
or  the  laws  of  any  State  or  Territory  in  which  sold,  the 
court  may  by  order  direct  that  such  article  be  delivered 
to  the  owner  thereof  to  be  destroyed  or  brought  into 
compliance  with  the  provisions  of  this  Act  under  the 
supervision  of  an  officer  or  employee  duly  designated  by 
the  Secretary,  and  the  expenses  of  such  supervision  shall 
be  paid  by  the  person  obtaining  release  of  the  article 
under  bond.  If  the  article  was  imported  into  the  United 
States  and  the  person  seeking  its  release  establishes  (A) 
that  the  adulteration,  misbranding,  or  violation  did  not 
occur  after  the  article  was  imported,  and  (B)  that  he 
had  no  cause  for  believing  that  it  was  adulterated,  mis- 
branded,  or  in  violation  before  it  was  released  from 
customs  custody,  the  court  may  permit  the  article  to  be 
delivered  to  the  owner  for  exportation  in  lieu  of  de- 
struction upon  a  showing  by  the  owner  that  all  of  the 
conditions  of  section  801(d)  can  and  will  be  met:  Pro- 
vided, however,  That  the  provisions  of  this  sentence  shall 
not  apply  where  condemnation  is  based  upon  violation 
of  section  402(a)  (1),  (2),  or  (6),  section  501  (a)(3), 
section  502(j),  or  section  601  (a)  or  (d)  :  And  provided 
further,  That  where  such  exportation  is  made  to  the  orig- 
inal foreign  supplier,  then  clauses  (1)  and  (2)  of  section 
801  (d)  and  the  foregoing  proviso  shall  not  be  applicable ; 
and  in  all  cases  of  exportation  the  bond  shall  be  condi- 
tioned that  the  article  shall  not  be  sold  or  disposed  of 
until  the  applicable  conditions  of  section  801(d)  have 
been  met.  Any  article  condemned  by  reason  of  its  being 
an  article  which  may  not,  under  section  404  or  505,  be 
introduced  into  interstate  commerce,  shall  be  disposed  of 
by  destruction. 

(2)  The  provisions  of  paragraph  (1)  of  this  subsec- 
tion shall,  to  the  extent  deemed  appropriate  by  the  court, 
apply  to  any  equipment  or  other  thing  which  is  not 
otherwise  within  the  scope  of  such  paragraph  and  which 
is  referred  to  in  paragraph  (2)  of  subsection  (a). 

(3)  Whenever  in  any  proceeding  under  this  section, 
involving  paragraph  (2)  of  subsection  (a),  the  condem- 
nation of  any  equipment  or  thing  (other  than  a  drug)  is 
decreed,  the  court  shall  allow  the  claim  of  any  claimant, 
to  the  extent  of  such  claimant's  interest,  for  remission  or 
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mitigation  of  such  forfeiture  if  such  claimant  proves  to 
the  satisfaction  of  the  court  (i)  that  he  has  not  com- 
mitted or  caused  to  be  committed  any  prohibited  act 
referred  to  in  such  paragraph  (2)  and  nas  no  interest  in 
any  drug  referred  to  therein,  (ii)  that  he  has  an  interest 
in  such  equipment  or  other  thing  as  owner  or  lienor  or 
otherwise,  acquired  by  him  in  good  faith,  and  (iii)  that 
he  at  no  time  had  any  knowledge  or  reason  to  believe  that 
such  equipment  or  other  thing  was  being  or  would  be  used 
in,  or  to  facilitate,  the  violation  of  laws  of  the  United 
States  relating  to  counterfeit  drugs. 

(e)  When  a  decree  of  condemnation  is  entered  against 
the  article,  court  costs  and  fees,  and  storage  and  other 
proper  expenses,  shall  be  awarded  against  the  person, 
if  any,  intervening  as  claimant  of  the  article. 

(f)  In  the  case  of  removal  for  trial  of  any  case  as 
provided  by  subsection  (a)  or  (b)  — 

(1)  The  clerk  of  the  court  from  which  removal 
is  made  shall  promptly  transmit  to  the  court  in 
which  the  case  is  to  be  tried  all  records  in  the  case 
necessary  in  order  that  such  court  may  exercise 
jurisdiction. 

(2)  The  court  to  which  such  case  was  removed 
shall  have  the  powers  and  be  subject  to  the  duties 
for  purposes  of  such  case,  which  the  court  from 
which  removal  was  made  would  have  had,  or  to 
which  such  court  would  have  been  subject,  if  such 
case  had  not  been  removed. 

(g)  (1)  If  during  an  inspection  conducted  under  section 
704  of  a  facility  or  a  vehicle,  a  device  which  the  officer  or 
employee  making  the  inspection  has  reason  to  believe  is 
adulterated  or  misbranded  is  found  in  such  facility  or  ve- 
hicle, such  officer  or  employee  may  order  the  device  de- 
tained (in  accordance  with  regulations  prescribed  by  the 
Secretary)  for  a  reasonable  period  which  may  not  exceed 
twenty  days  unless  the  Secretary  determines  that  a  period 
of  detention  greater  than  twenty  days  is  required  to  insti- 
tute an  action  under  subsection  (a)  or  section  302,  in 
which  case  he  may  authorize  a  detention  period  of  not  to 
exceed  thirty  days.  Regulations  of  the  Secretary  pre- 
scribed under  this  paragraph  shall  require  that  before  a 
device  may  be  ordered  detained  under  this  paragraph  the 
Secretary  or  an  officer  or  employee  designated  by  the 
Secretary  approve  such  order.  A  detention  order  under 
this  paragraph  may  require  the  labeling  or  marking  of  a 
device  during  the  period  of  its  detention  for  the  purpose 
of  identifying  the  device  as  detained.  Any  person  who 
would  be  entitled  to  claim  a  device  if  it  were  seized  under 
subsection  (a)  may  appeal  to  the  Secretary  a  detention 
of  such  device  under  this  paragraph.  Within  five  days  of 
the  date  an  appeal  of  a  detention  is  filed  with  the  Secre- 
tary, the  Secretary  shall  after  affording  opportunity  for 
an  informal  hearing  by  order  confirm  the  detention  or 
revoke  it.  : 
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(2)  (A)  Except  as  authorized  by  subparagraph  (B),  a 
device  subject  to  a  detention  order  issued  under  para- 
graph (1)  shall  not  be  moved  by  any  person  from  the 
place  at  which  it  is  ordered  detained  until — 
(i)  released  by  the  Secretary,  or 
(ii)  the  expiration  of  the  detention  period  appli- 
cable to  such  order, 
whichever  occurs  first. 

(B)  A  device  subject  to  a  detention  order  under  para- 
graph (1)  may  be  moved — 

(i)  in  accordance  with  regulations  prescribed  by 
the  Secretary,  and 

(ii)  if  not  in  final  form  for  shipment,  at  the  dis- 
cretion of  the  manufacturer  of  the  device  for  the  pur- 
pose of  completing  the  work  required  to  put  it  in 
such  form. 

HEARING  BEFORE  REPORT  OF  CRIMINAL  VIOLATION 

Sec.  305  [335].  Before  any  violation  of  this  Act  is  re- 
ported by  the  Secretary  to  any  United  States  attorney 
for  institution  of  a  criminal  proceeding,  the  person 
against  whom  such  proceeding  is  contemplated  shall  be 
given  appropriate  notice  and  an  opportunity  to  present 
his  views,  either  orally  or  in  writing,  with  regard  to  such 
contemplated  proceeding. 

REPORT  OF  MINOR  VIOLATIONS 

Sec.  306  [336] .  Nothing  in  this  Act  shall  be  construed 
as  requiring  the  Secretary  to  report  for  prosecution,  or 
for  the  institution  of  libel  or  injunction  proceedings,  mi- 
nor violations  of  this  Act  whenever  he  believes  that  the 
public  interest  will  be  adequately  served  by  a  suitable 
written  notice  or  warning. 

PROCEEDINGS  IN  NAME  OF  UNITED  STATES ;  PROVISION  AS  TO 
SUBPOENAS 

Sec.  307  [337].  All  such  proceedings  for  the  enforce- 
ment, or  to  restrain  violations,  of  this  Act  shall  be  by 
and  in  the  name  of  the  United  States.  Subpoenas  for 
witnesses  who  are  required  to  attend  a  court  of  the  United 
States,  in  any  district,  may  run  into  any  other  district  in 
any  such  proceeding. 

CHAPTER  IV— FOOD 

definitions  and  standards  for  food 

Sec.  401  [341].  Whenever  in  the  judgment  of  the.  Sec- 
retary such  action  will  promote  honesty  and  fair  dealing 
in  the  interest  of  consumers,  he  shall  promulgate  regula- 
tions fixing  and  establishing  for  any  food,  under  its  com- 
mon or  usual  name  so  far  as  practicable,  a  reasonable 
definition  and  standard  of  identity,  a  reasonable  standard 
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of  quality,  and/or  reasonable  standards  of  fill  of  con- 
tainer: Provided,  That  no  definition  and  standard  of 
identity  and  no  standard  of  quality  shall  be  established 
for  fresh  or  dried  fruits,  fresh  or  dried  vegetables,  or 
butter,  except  that  definitions  and  standards  of  identity 
may  be  established  for  avocados,  cantaloupes,  citrus 
fruits,  and  melons.  In  prescribing  any  standard  of  fill  of 
container,  the  Secretary  shall  give  due  consideration  to 
the  natural  shrinkage  in  storage  and  in  transit  of  fresh 
natural  food  and  to  need  for  the  necessary  packing  and 
protective  material.  In  the  prescribing  of  auy  standard 
of  quality  for  any  canned  fruit  or  canned  vegetable,  con- 
sideration shall  be  given  and  due  allowance  made  for  the 
differing  characteristics  of  the  several  varieties  of  such 
fruit  or  vegetable.  In  prescribing  a  definition  and  stand- 
ard of  identity  for  any  food  or  class  of  food  in  which 
optional  ingredients  are  permitted,  the  Secretary  shall, 
for  the  purpose  of  promoting  honesty  and  fair  dealing 
in  the  interest  of  consumers,  designate  the  optional  in- 
gredients which  shall  be  named  on  the  label.  Any  defini- 
tion and  standard  of  identity  prescribed  by  the  Secretary 
for  avocados,  cantaloupes,  citrus  fruits,  or  melons  shall 
relate  only  to  maturity  and  to  the  effects  of  freezing. 

ADULTERATED   FOOD 

Sec.  402  [342].  A  food  shall  be  deemed  to  be  adul- 
terated— 

(a)  (1)  If  it  bears  or  contains  any  poisonous  or  dele- 
terious substance  which  may  render  it  injurious  to 
health;  but  in  case  the  substance  is  not  an  added  sub- 
stance such  food  shall  not  be  considered  adulterated  under 
this  clause  if  the  quantity  of  such  substance  in  such  food 
does  not  ordinarily  render  it  injurious  to  health;  or 

(2)  (A)  if  it  bears  or  contains  any  added  poisonous 
or  added  deleterious  substance  (other  than  one  which  is 
(i)  a  pesticide  chemical  in  or  on  a  raw  agricultural  com- 
modity; (ii)  a  food  additive;  (iii)  a  color  additive;  or 
(iv)  a  new  animal  drug)  which  is  unsafe  within  the 
meaning  of  section  406,  or  (B)  if  it  is  a  raw  agricultural 
commodity  and  it  bears  or  contains  a  pesticide  chemical 
which  is  unsafe  within  the  meaning  of  section  408(a) ;  or 
(C)  if  it  is,  or  it  bears  or  contains,  any  food  additive 
which  is  unsafe  within  the  meaning  of  section  409 :  Pro- 
vided, That  where  a  pesticide  chemical  has  been  used  in 
or  on  a  raw  agricultural  commodity  in  conformity  with 
an  exemption  granted  or  a  tolerance  prescribed  under 
section  408  and  such  raw  agricultural  commodity  has 
been  subjected  to  processing  such  as  canning,  cooking, 
freezing,  dehydrating,  or  milling,  the  residue  of  such  pes- 
ticide chemical  remaining  in  or  on  such  processed  food 
shall,  notwithstanding  the  provisions  of  sections  406  and 
409,  not  be  deemed  unsafe  if  such  residue  in  or  on  the 
raw  agricultural  commodity  has  been  removed  to  the  ex- 
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tent  possible  in  good  manufacturing  practice  and  the  con- 
centration of  such  residue  in  the  processed  food  when 
ready  to  eat  is  not  greater  than  the  tolerance  prescribed 
for  the  raw  agricultural  commodity ;  or  (D)  if  it  is,  or  it 
bears  or  contains,  a  new  animal  drug  (or  conversion  prod- 
uct thereof)  which  is  unsafe  within  the  meaning  of  sec- 
tion 512 ;  or 

(3)  if  it  consists  in  whole  or  in  part  of  any  filthy, 
putrid,  or  decomposed  substance,  or  if  it  is  otherwise  un- 
fit for  food ;  or  (4)  if  it  has  been  prepared,  packed,  or  held 
under  insanitary  conditions  whereby  it  may  have  become 
contaminated  with  filth,  or  whereby  it  may  have  been 
rendered  injurious  to  health ;  or  (5)  if  it  is,  in  whole  or  in 
part,  the  product  of  a  diseased  animal  or  of  an  animal 
which  has  died  otherwise  than  by  slaughter;  or  (6)  if  its 
container  is  composed,  in  whole  or  in  part,  of  any  poison- 
ous or  deleterious  substance  which  may  render  the  con- 
tents injurious  to  health;  or  (7)  if  it  has  been  intention- 
ally subjected  to  radiation,  unless  the  use  of  the  radiation 
was  in  conformity  with  a  regulation  or  exemption  in 
effect  pursuant  to  section  409. 

(b)  (1)  If  any  valuable  constituent  has  been  in  whole 
or  in  part  omitted  or  abstracted  therefrom;  or  (2)  if  any 
substance  has  been  substituted  wholly  or  in  part  there- 
for ;  or  (3)  if  damage  or  inferiority  has  been  concealed  in 
any  manner;  or  (4)  if  any  substance  has  been  added 
thereto  or  mixed  or  packed  therewith  so  as  to  increase  its 
bulk  or  weight,  or  reduce  its  quality  or  strength,  or  make 
it  appear  better  or  of  greater  value  than  it  is. 

(c)  If  it  is,  or  it  bears  or  contains,  a  color  additive 
which  is  unsafe  within  the  meaning  of  section  706  (a) . 

(d)  If  it  is  confectionery,  and — 

(1)  has  partially  or  completely  imbedded  therein 
any  nonnutritive  object :  Provided,  That  this  clause 
shall  not  apply  in  the  case  of  any  nonnutritive  ob- 
ject if,  in  the  judgment  of  the  Secretary  as  provided 
by  regulations,  such  object  is  of  practical  functional 
value  to  the  confectionery  product  and  would  not 
render  the  product  injurious  or  hazardous  to  health ; 

(2)  bears  or  contains  any  alcohol  other  than  al- 
cohol not  in  excess  of  one-half  of  1  per  centum  by 
volume  derived  solely  from  the  use  of  flavoring  ex- 
tracts; or 

(3)  bears  or  contains  any  nonnutritive  substance: 
Provided,  That  this  clause  shall  not  apply  to  a  safe 
nonnutritive  substance  which  is  in  or  on  confection- 
ery by  reason  of  its  use  for  some  practical  functional 
purpose  in  the  manufacture,  packaging,  or  storage 
of  such  confectionery  if  the  use  of  the  substance  does 
not  promote  deception  of  the  consumer  or  otherwise 
result  in  adulteration  or  misbranding  in  violation  of 
any  provision  of  this  Act:  And  provided  further, 
That  the  Secretary  may,  for  the  purpose  of  avoiding 
or  resolving  uncertainty  as  to  the  application  of  this 
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clause,  issue  regulations  allowing  or  prohibiting  the 
use  of  particular  nonnutritive  substances, 
(e)  If  it  is  oleomargarine  or  margarine  or  butter  and 
any  of  the  raw  material  used  therein  consisted  in  whole 
or  in  part  of  any  filthy,  putrid,  or  decomposed  substance, 
or  such  oleomargarine  or  margarine  or  butter  is  otherwise 
unfit  for  food. 

MISBRANDED   FOOD 

Sec.  403  [343].  A  food  shall  be  deemed  to  be  mis- 
branded — 

(a)  If  (1)  its  labeling  is  false  or  misleading  in  any 
particular,  or  (2)  in  the  case  of  a  food  to  which  section 
411  applies,  its  advertising  is  false  or  misleading  in  a 
material  respect  or  its  labeling  is  in  violation  of  section 
411(b)(2). 

(b)  If  it  is  offered  for  sale  under  the  name  of  another 
food. 

(c)  If  it  is  an  imitation  of  another  food,  unless  its 
label  bears,  in  type  of  uniform  size  and  prominence,  the 
word  "imitation"  and,  immediately  thereafter,  the  name 
of  the  food  imitated. 

(d)  If  its  container  is  so  made,  formed,  or  filled  as  to 
be  misleading. 

(e)  If  in  package  form  unless  it  bears  a  label  contain- 
ing (1)  the  name  and  place  of  business  of  the  manufac- 
turer, packer,  or  distributor;  and  (2)  an  accurate  state- 
ment of  the  quantity  of  the  contents  in  terms  of  weight, 
measure,  or  numerical  count:  Provided,  That  under 
clause  (2)  of  this  paragraph  reasonable  variations  shall 
be  permitted,  and  exemptions  as  to  small  packages  shall 
be  established,  by  regulations  prescribed  by  the  Secre- 
tary. 

(f)  If  any  word,  statement,  or  other  information  re- 
quired by  or  under  authority  of  this  Act  to  appear  on  the 
label  or  labeling  is  not  prominently  placed  thereon  with 
such  conspicuousness  (as  compared  with  other  words, 
statements,  designs,  or  devices,  in  the  labeling)  and  in 
such  terms  as  to  render  it  likely  to  be  read  and  understood 
by  the  ordinary  individual  under  customary  conditions 
of  purchase  and  use. 

(g)  If  it  purports  to  be  or  is  represented  as  a  food  for 
which  a  definition  and  standard  of  identity  has  been  pre- 
scribed by  regulations  as  provided  by  section  401,  unless 
(1)  it  conforms  to  such  definition  and  standard,  and  (2) 
its  label  bears  the  name  of  the  food  specified  in  the  defini- 
tion and  standard,  and,  insofar  as  may  be  required  by 
such  regulations,  the  common  names  of  optional  ingredi- 
ents (other  than  spices,  flavoring,  and  coloring)  present 
in  such  food. 

(h)   If  it  purports  to  be  or  is  represented  as — 

(1)  a  food  for  which  a  standard  of  quality  has 
been  prescribed  by  regulations  as  provided  by  section 
401,  and  its  quality  falls  below  such  standard,  unless 
its  label  bears,  in  such  manner  and  form  as  such  reg- 
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ulations  specify,  a  statement  that  it  falls  below  such 
standard;  or 

(2)  a  food  for  which  a  standard  or  standards  of 
fill  of  container  have  been  prescribed  by  regulations 
as  provided  by  section  401,  and  it  falls  below  the 
standard  of  fill  of  container  applicable  thereto,  unless 
its  label  bears,  in  such  manner  and  form  as  such  regu- 
lations specify,  a  statement  that  it  falls  below  such 
standard, 
(i)  If  it  is  not  subject  to  the  provisions  of  paragraph 
(g)  of  this  section  unless  its  label  bears  (1)  the  common 
or  usual  name  of  the  food,  if  any  there  be,  and  (2)  in  case 
it  is  fabricated  from  two  or  more  ingredients,  the  com- 
mon or  usual  name  of  each  such  ingredient ;  except  that 
spices,  flavorings,  and  colorings,  other  than  those  sold  as 
such,  may  be  designated  as  spices,  flavorings,  and  color- 
ings without  naming  each :  Provided,  That,  to  the  extent 
that  compliance  with  the  requirements  of  clause  (2)  of 
this  paragraph  is  impracticable,  or  results  in  deception 
or  unfair  competition,  exemptions  shall  be  established  by 
regulations  promulgated  by  the  Secretary. 

(j)  If  it  purports  to  be  or  is  represented  for  special 
dietary  uses,  unless  its  label  bears  such  information  con- 
cerning its  vitamin,  mineral,  and  other  dietary  properties 
as  the  Secretary  determines  to  be,  and  by  regulations  pre- 
scribes as,  necessary  in  order  fully  to  inform  purchasers 
as  to  its  value  for  such  uses. 

(k)  If  it  bears  or  contains  any  artificial  flavoring,  arti- 
ficial coloring,  or  chemical  preservative,  unless  it  bears 
labeling  stating  that  fact :  Provided,  That  to  the  extent 
that  compliance  with  the  requirements  of  this  paragraph 
is  impracticable,  exemptions  shall  be  established  by  regu- 
lations promulgated  by  the  Secretary.  The  provisions  of 
this  paragraph  and  paragraphs  (g)  and  (i)  with  respect 
to  artificial  coloring  shall  not  apply  in  the  case  of  butter, 
cheese,  or  ice  cream.  The  provisions  of  this  paragraph 
with  respect  to  chemical  preservatives  shall  not  apply  to 
a  pesticide  chemical  when  used  in  or  on  a  raw  agricultural 
commodity  which  is  the  produce  of  the  soil. 

(1)  If  it  is  a  raw  agricultural  commodity  which  is  the 
produce  of  the  soil,  bearing  or  containing  a  pesticide 
chemical  applied  after  harvest,  unless  the  shipping  con- 
tainer of  such  commodity  bears  labeling  which  declares 
the  presence  of  such  chemical  in  or  on  such  commodity 
and  the  common  or  usual  name  and  the  function  of  such 
chemical :  Provided,  however,  That  no  such  declaration 
shall  be  required  while  such  commodity,  having  been 
removed  from  the  shipping  container,  is  being  held  or 
displayed  for  sale  at  retail  out  of  such  container  in 
accordance  with  the  custom  of  the  trade. 

(m)  If  it  is  a  color  additive,  unless  its  packaging  and 
labeling  are  in  conformity  with  such  packaging  and 
labeling  requirements,  applicable  to  such  color  additive, 
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as  may  be  contained  in  regulations  issued  under  section 
706. 

(n)  If  its  packaging  or  labeling  is  in  violation  of  an 
applicable  regulation  issued  pursuant  to  section  3  or  4 
o.f  the  Poison  Prevention  Packaging  Act  of  1970. 

(o)  (1)  If  it  contains  saccharin,  unless,  except  as  pro- 
vided in  subparagraph  (2) ,  its  label  and  labeling  bear  the 
following  statement:  "USE  OF  THIS  PRODUCT  MAY 
BE  HAZARDOUS  TO  YOUR  HEALTH.  THIS 
PRODUCT  CONTAINS  SACCHARIN  WHICH  HAS 
BEEN  DETERMINED  TO  CAUSE  CANCER  IN 
LABORATORY  ANIMALS".  Such  statement  shall  be 
located  in  a  conspicuous  place  on  such  label  and  labeling 
as  proximate  as  possible  to  the  name  of  such  food  and 
shall  appear  in  conspicuous  and  legible  type  in  contrast 
by  typography,  layout,  and  color  with  other  printed 
matter  on  such  label  and  labeling. 

(2)  The  Secretary  may  by  regulation  review  and  revise 
or  remove  the  requirement  of  subparagraph  (1)  if  the 
Secretary  determines  such  action  is  necessary  to  reflect 
the  current  state  of  knowledge  concerning  saccharin. 

(p)  (1)  If  it  contains  saccharin  and  is  offered  for  sale, 
but  not  ior  immediate  consumption,  at  a  retail  establish- 
ment, unless  such  retail  establishment  displays  promi- 
nently, where  such  food  is  held  for  sale,  notice  (pro- 
vided by  the  manufacturer  of  such  food  pursuant  to  sub- 
paragraph (2) )  for  consumers  respecting  the  informa- 
tion required  by  paragraph  (o)  to  be  on  food  labels  and 
labeling. 

(2)  Each  manufacturer  of  food  which  contains  sac- 
charin and  which  is  offered  for  sale  by  retail  establish- 
ments but  not  for  immediate  consumption  shall,  in  ac- 
cordance with  regulations  promulgated  by  the  Secretary 
pursuant  to  subparagraph  (4) ,  take  such  action  as  may  be 
necessary  to  provide  such  retail  establishments  with  the 
notice  required  by  subparagraph  ( 1 ) . 

(3)  The  Secretary  may  by  regulation  review  and  re- 
vise or  remove  the  requirement  of  subparagraph  (1)  if 
he  determines  such  action  is  necessary  to  reflect  the  cur- 
rent state  of  knowledge  concerning  saccharin. 

(4)  The  Secretary  shall  by  regulation  prescribe  the 
form,  text,  and  manner  of  display  of  the  notice  required 
by  subparagraph  (1)  and  such  other  matters  as  may  be 
required  for  the  implementation  of  the  requirements  of 
that  subparagraph  and  subparagraph  (2).  Reflations 
of  the  Secretary  under  this  subparagraph  shall  be  pro- 
mulgated after  an  oral  hearing  but  without  regard  to  the 
National  Environmental  Policv  Act  of  1969  and  chapter 
5  of  title  5,  United  States  Code.  In  any  action  brought 
for  judicial  review  of  anv  such  regulation,  the  reviewing 
court  may  not  postpone  the  effective  date  of  such 
regulation. 
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EMERGENCY    PERMIT    CONTROL 

Sec.  404  [344].  (a)  Whenever  the  Secretary  finds  after 
investigation  that  the  distribution  in  interstate  com- 
merce of  any  class  of  food  may,  by  reason  of  contamina- 
tion with  micro-organisms  during  the  manufacture, 
processing,  or  packing  thereof  in  any  locality,  be  in- 
jurious to  health,  and  that  such  injurious  nature  cannot 
be  adequately  determined  after  such  articles  have  entered 
interstate  commerce,  he  then,  and  in  such  case  only,  shall 
promulgate  regulations  providing  for  the  issuance,  to 
manufacturers,  processors,  or  packers  of  such  class  of 
food  in  such  locality  of  permits  to  which  shall  be  attached 
such  conditions  governing  the  manufacture,  processing, 
or  packaging  of  such  class  of  food,  for  such  temporary 
period  of  time,  as  may  be  necessary  to  protect  the  public 
health;  and  after  the  effective  date  of  such  regulations, 
and  during  such  temporary  period,  no  person  shall  intro- 
duce or  deliver  for  introduction  into  interstate  commerce 
any  such  food  manufactured,  processed,  or  packed  by 
any  such  manufacturer,  processor,  or  packer  unless  such 
manufacturer,  processor,  or  packer  holds  a  permit  issued 
by  the  Secretary  as  provided  by  such  regulations. 

(b)  The  Secretary  is  authorized  to  suspend  immedi- 
ately upon  notice  any  permit  issued  under  authority  of 
this  section  if  it  is  found  that  any  of  the  conditions  of 
the  permit  have  been  violated.  The  holder  of  a  permit  so 
suspended  shall  be  privileged  at  any  time  to  apply  for  the 
reinstatement  of  such  permit,  and  the  Secretary  shall, 
immediately  after  prompt  hearing  and  an  inspection  of 
the  establishment,  reinstate  such  permit  if  it  is  found  that 
adequate  measures  have  been  taken  to  comply  with  and 
maintain  the  conditions  of  the  permit,  as  originally  issued 
or  as  amended. 

(c)  Any  officer  or  employee  duly  designated  by  the 
Secretary  shall  have  access  to  any  factory  or  establish- 
ment, the  operator  of  which  holds  a  permit  from  the 
Secretary,  for  the  purpose  of  ascertaining  whether  or 
not  the  conditions  of  the  permit  are  being  complied  with, 
and  denial  of  access  for  such  inspection  shall  be  ground 
for  suspension  of  the  permit  until  such  access  is  freely 
given  by  the  operator. 

REGULATIONS   MAKING   EXEMPTIONS 

Sec.  405  [345].  The  Secretary  shall  promulgate  regu- 
lations exempting  from  any  labeling  requirement  of  this 
Act  (1)  small  open  containers  of  fresh  fruits  and  fresh 
vegetables  and  (2)  food  which  is  in  accordance  with  the 
practice  of  the  trade,  to  be  processed,  labeled,  or  re- 
packed in  substantial  quantities  at  establishments  other 
than  those  where  originally  processed  or  packed,  on  con- 
dition that  such  food  is  not  adulterated  or  misbranded 
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under  the  provisions  of  this  Act  upon  removal  from  such 
processing,  labeling,  or  repacking  establishment. 

TOLERANCES  FOR  POISONOUS  INGREDIENTS  IN   FOOD 

Sec.  406  [346].  Any  poisonous  or  deleterious  substance 
added  to  any  food,  except  where  such  substance  is  re- 
quired in  the  production  thereof  or  cannot  be  avoided 
by  good  manufacturing  practice  shall  be  deemed  to  be 
unsafe  for  purposes  of  the  application  of  clause  (2)  (A) 
of  section  402(a)  ;  but  when  such  substance  is  so  required 
or  cannot  be  so  avoided,  the  Secretary  shall  promulgate 
regulations  limiting  the  quantity  therein  or  thereon  to 
such  extent  as  he  finds  necessary  for  the  protection  of 
public  health,  and  any  quantity  exceeding  the  limits  so 
fixed  shall  also  be  deemed  to  be  unsafe  for  purposes  of 
the  application  of  clause  (2)  (A)  of  section  402(a). 
While  such  a  regulation  is  in  effect  limiting  the  quantity 
of  any  such  substance  in  the  case  of  any  food,  such  food 
shall  not,  by  reason  of  bearing  or  containing  any  added 
amount  of  such  substance,  be  considered  to  be  adul- 
terated within  the  meaning  of  clause  (1)  of  section 
402(a).  In  determining  the  quantity  of  such  added  sub- 
stance to  be  tolerated  in  or  on  different  articles  of  food 
the  Secretary  shall  take  into  account  the  extent  to  which 
the  use  of  such  substance  is  required  or  cannot  be  avoided 
in  the  production  of  each  such  article,  and  the  other 
ways  in  which  the  consumer  may  be  affected  by  the  same 
or  other  poisonous  or  deleterious  substances. 

OLEOMARGARINE  OR  MARGARINE 

Sec.  407  [347] -1  (a)  Colored  oleomargarine  or  colored 
margarine  which  is  sold  in  the  same  State  or  Territory 
in  which  it  is  produced  shall  be  subject  in  the  same  man- 
ner and  to  the  same  extent  to  the  provisions  of  this  Act 
as  if  it  had  been  introduced  in  interstate  commerce. 

(b)  No  person  shall  sell,  or  offer  for  sale,  colored  oleo- 
margarine or  colored  margarine  unless — 

1  Public  Law  81-459,  March  16,  1950  (64  Stat.  20),  amended  section 
15  of  the  Federal  Trade  Commission  Act  by  adding  the  following  subsec- 
tion :  "(f)  For  the  purposes  of  this  section  and  section  407  of  the  Federal 
Food,  Drug,  and  Cosmetic  Act,  as  amended,  the  term  'oleomargarine'  or 
'margarine'  Includes — (1)  all  substances,  mixtures,  and  compounds  known 
as  oleomargarine  or  margarine;  (2)  all  substances,  mixtures,  and  com- 
pounds which  have  a  consistence  similar  to  that  of  butter  and  which  con- 
tain any  edible  oils  or  fats  other  than  milk  fat  if  made  In  Imitation  or 
semMance  of  butter." 

In  repealing  section  2301  of  the  Internal  Revenue  Code  (relating  to  the 
tax  on  oleomargarine)  Public  Law  81-459  declared,  in  part :  "The  Con- 
gress hereby  finds  and  declares  that  the  sale,  or  the  serving  in  public  eat- 
ing places,  of  colored  oleomargarine  or  colored  margarine  without  clear 
identification  as  such  or  which  is  otherwise  adulterated  or  misbranded 
within  the  meaning  of  the  Federal  Food.  Drug,  and  Cosmetic  Act  depresses 
the  market  in  interstate  commerce  for  butter  and  for  oleomargarine  or 
margarine  clearly  Identified  and  neither  adulterated  nor  misbranded,  and 
constitutes  a  burden  on  Interstate  commerce  in  such  articles.  Such  burden 
exists,  Irrespective  of  whether  such  oleomargarine  or  margarine  originates 
from  an  interstate  source  or  from  the  State  in  which  it  is  sold." 

Sec.  6  of  Public  Law  81-459  states  that  "nothing  in  this  Act  shall  be 
construed  as  authorizing  the  possession,  sale,  or  serving  of  colored  oleo- 
margarine or  colored  margarine  In  any  State  or  Territory  in  contraven- 
tion of  the  laws  of  such  State  or  Territory." 
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(1)  such  oleomargarine  or  margarine  is  packaged, 

(2)  the  net  weight  of  the  contents  of  any  package 
sold  in  a  retail  establishment  is  one  pound  or  less, 

(3)  there  appears  on  the  label  of  the  package  (A) 
the  word  "oleomargarine"  or  "margarine"  in  type 
or  lettering  at  least  as  large  as  any  other  type  or 
lettering  on  such  label,  and  (B)  a  full  and  accurate 
statement  of  all  the  ingredients  contained  in  such 
oleomargarine,  or  margarine,  and 

(4)  each  part  of  the  contents  of  the  package  is 
contained  in  a  wrapper  which  bears  the  word  "oleo- 
margarine" or  "margarine"  in  type  or  lettering  not 
smaller  than  20-point  type. 

The  requirements  of  this  subsection  shall  be  in  addition 
to  and  not  in  lieu  of  any  of  the  other  requirements  of 
this  Act. 

(c)  No  person  shall  possess  in  a  form  ready  for  serving 
colored  oleomargarine  or  colored  margarine  at  a  public 
eating  place  unless  a  notice  that  oleomargarine  or  mar- 
garine is  served  is  displayed  prominently  and  conspicu- 
ously in  such  place  and  m  such  manner  as  to  render  it 
likely  to  be  read  and  understood  by  the  ordinary  indi- 
vidual being  served  in  such  eating  place  or  is  printed 
or  is  otherwise  set  forth  on  the  menu  in  type  or  lettering 
not  smaller  than  that  normally  used  to  designate  the 
serving  of  other  food  items.  No  person  shall  serve  col- 
ored oleomargarine  or  colored  margarine  at  a  public 
eating  place,  whether  or  not  any  charge  is  made  therefor, 
unless  (1)  each  separate  serving  bears  or  is  accompanied 
by  labeling  identifying  it  as  oleomargarine  or  margarine, 
or  (2)  each  separate  serving  thereof  is  triangular  in 
shape. 

(d)  Colored  oleomargarine  or  colored  margarine  when 
served  with  meals  at  a  public  eating  place  shall  at  the 
time  of  such  service  be  exempt  from  the  labeling  re- 
quirements of  section  403  of  this  title  (except  (a)  and 
(f))  if  it  complies  with  the  requirements  of  subsection 
(b)  of  this  section. 

(e)  For  the  purpose  of  this  section  colored  oleomar- 
garine or  colored  margarine  is  oleomargarine  or  mar- 
garine having  a  tint  or  shade  containing  more  than  one 
and  six-tenths  degrees  of  yellow,  or  of  yellow  and  red 
collectively,  but  with  an  excess  of  yellow  over  red,  meas- 
ured in  terms  of  Lovibond  tintometer  scale  or  its 
equivalent. 

TOLERANCES  FOR  PESTICIDE  CHEMICALS  IN  OR  ON  RAW 
AGRICULTURAL   COMMODITIES 

Sec.  408  [346a].  (a)  Any  poisonous  or  deleterious 
pesticide  chemical,  or  any  pesticide  chemical  which  is 
not  generally  recognized,  among  experts  qualified  by 
scientific  training  and  experience  to  evaluate  the  safety 
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of  pesticide  chemicals,  as  safe  for  use,  added  to  a  raw 
agricultural  commodity,  shall  be  deemed  unsafe  for  the 
purposes  of  the  application  of  clause  (2)  of  section 
402(a)  unless — 

(1)  a  tolerance  for  such  pesticide  chemical  in  or 
on  the  raw  agricultural  commodity  has  been  pre- 
scribed by  the  Secretary  of  Health,  Education,  and 
Welfare  under  this  section  and  the  quantity  of  such 
pesticide  chemical  in  or  on  the  raw  agricultural 
commodity  is  within  the  limits  of  the  tolerance  so 
prescribed;  or 

(2)  with  respect  to  use  in  or  on  such  raw  agricul- 
tural commodity,  the  pesticide  chemical  has  been 
exempted  from  the  requirement  of  a  tolerance  by 
the  Secretary  under  this  section. 

While  a  tolerance  or  exemption  from  tolerance  is  in 
effect  for  a  pesticide  chemical  with  respect  to  any  raw 
agricultural  commodity,  such  raw  agricultural  com- 
modity shall  not,  by  reason  of  bearing  or  containing  any 
added  amount  of  such  pesticide  chemical,  be  considered 
to  be  adulterated  withm  the  meaning  of  clause  (1)  of 
section  402  (a). 

(b)  The  Secretary  shall  promulgate  regulations  estab- 
lishing tolerances  with  respect  to  the  use  in  or  on  raw 
agricultural  commodities  of  poisonous  or  deleterious  pes- 
ticide chemicals  and  of  pesticide  chemicals  which  are  not 
generally  recognized,  among  experts  qualified  by  scien- 
tific training  and  experience  to  evaluate  the  safety  of  pes- 
ticide chemicals,  as  safe  for  use,  to  the  extent  necessary  to 
protect  the  public  health.  In  establishing  any  such  reg- 
ulation, the  Secretary  shall  give  appropriate  considera- 
tion, among  other  relevant  factors,  (1)  to  the  necessity 
for  the  production  of  an  adequate,  wholesome,  and  eco- 
nomical food  supply;  (2)  to  the  other  ways  in  which  the 
consumer  may  be  affected  by  the  same  pesticide  chemical 
or  by  other  related  substances  that  are  poisonous  or  dele- 
terious; and  (3)  to  the  opinion  of  the  Secretary  of  Agri- 
culture as  submitted  with  a  certification  of  usefulness 
under  subsection  (1)  of  this  section.  Such  regulations 
shall  be  promulgated  in  the  manner  prescribed  in  sub- 
section (d)  or  (e)  of  this  section.  In  carrying  out  the 
provisions  of  this  section  relating  to  the  establishment 
of  tolerances,  the  Secretary  may  establish  the  tolerance 
applicable  with  respect  to  the  use  of  any  pesticide  chem- 
ical in  or  on  any  raw  agricultural  commodity  at  zero  level 
if  the  scientific  data  before  the  Secretary  does  not  justify 
the  establishment  of  a  greater  tolerance. 

(c)  The  Secretary  shall  promulgate  regulations 
exempting  any  pesticide  chemical  from  the  necessity  of  a 
tolerance  with  respect  to  use  in  or  on  any  or  all  raw  agri- 
cultural commodities  when  such  a  tolerance  is  not  neces- 
sary to  protect  the  public  health.  Such  regulations  shall 
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be  promulgated  in  the  manner  prescribed  in  subsection 
(d)  or  (e)  of  this  section. 

(d)  (1)  Any  person  who  has  registered,  or  who  has 
submitted  an  application  for  the  registration  of,  a 
pesticide  under  the  Federal  Insecticide,  Fungicide, 
and  Kodenticide  Act  may  file  with  the  Secretary  of 
Health,  Education,  and  Welfare,  a  petition  proposing 
the  issuance  of  a  regulation  establishing  a  tolerance  for 
a  pesticide  chemical  which  constitutes,  or  is  an  ingredient 
of  such  pesticide,  or  exempting  the  pesticide  chemical 
from  the  requirement  of  a  tolerance.  The  petition  shall 
contain  data  showing — 

(A)  the  name,  chemical  identity,  and  composition 
of  the  pesticide  chemical ; 

(B)  the  amount,  frequency,  and  time  of  applica- 
tion of  the  pesticide  chemical ; 

(C)  full  reports  of  investigations  made  with 
respect  to  the  safety  of  the  pesticide  chemical ; 

(D)  the  results  of  tests  on  the  amount  of  residue 
remaining,  including  a  description  of  the  analytical 
methods  used; 

(E)  practicable  methods  for  removing  residue 
which  exceeds  any  proposed  tolerance ; 

(F)  proposed  tolerances  for  the  pesticide  chemi- 
cal if  tolerances  are  proposed ;  and 

(G)  reasonable  grounds  in  support  of  the 
petition. 

Samples  of  the  pesticide  chemical  shall  be  furnished  to 
the  Secretary  upon  request.  Notice  of  the  filing  of  such 
petition  shall  be  published  in  general  terms  by  the  Sec- 
retary within  thirty  days  after  filing.  Such  notice  shall 
include  the  analytical  methods  available  for  the  deter- 
mination of  the  residue  of  the  pesticide  chemical  for 
which  a  tolerance  or  exemption  is  proposed. 

(2)  Within  ninety  days  after  a  certification  of  useful- 
ness by  the  Secretary  of  Agriculture  under  subsection 
(1)  with  respect  to  the  pesticide  chemical  named  in  the 
petition,  the  Secretary  of  Health,  Education,  and  Wel- 
fare shall,  after  giving  due  consideration  to  the  data 
submitted  in  the  petition  or  otherwise  before  him,  by 
order  make  public  a  regulation — 

(A)  establishing  a  tolerance  for  the  pesticide 
chemical  named  in  the  petition  for  the  purposes  for 
which  it  is  so  certified  as  useful,  or 

(B)  exempting  the  pesticide  chemical  from  the 
necessity  of  a  tolerance  for  such  purposes, 

unless  within  such  ninety-day  period  the  person  filing 
the  petition  requests  that  the  petition  be  referred  to  an 
advisory  committee  or  the  Secretary  within  such  period 
otherwise  deems  such  referral  necessary,  in  either  of 
which  events  the  provisions  of  paragraph  (3)  of  this  sub- 
section shall  apply  in  lieu  hereof. 
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(3)  In  the  event  that  the  person  filing  the  petition  re- 
quests, within  ninety  days  after  a  certification  of  useful- 
ness by  the  Secretary  of  Agriculture  under  subsection 
(1),  with  respect  to  the  pesticide  chemical  named  in  the 
petition,  that  the  petition  be  referred  to  an  advisory  com- 
mittee, or  in  the  event  the  Secretary  of  Health,  Educa- 
tion, and  Welfare  within  such  period  otherwise  deems 
such  referral  necessary,  the  Secretary  of  Health,  Educa- 
tion, and  Welfare  shall  forthwith  submit  the  petition  and 
other  data  before  him  to  an  advisory  committee  to  be  ap- 
pointed in  accordance  with  subsection  (g)  of  this  section. 
As  soon  as  practicable  after  such  referral,  but  not  later 
than  sixty  days  thereafter,  unless  extended  as  herein- 
after provided,  the  committee  shall,  after  independent 
study  of  the  data  submitted  to  it  by  the  Secretary  and 
other  data  before  it,  certify  to  the  Secretary  a  report  and 
recommendations  on  the  proposal  in  the  petition  to  the 
Secretary,  together  with  all  underlying  data  and  a  state- 
ment of  the  reasons  or  basis  for  the  recommendations. 
The  sixty-day  period  provided  for  herein  may  be  ex- 
tended by  the  advisory  committee  for  an  additional  thirty 
days  if  the  advisory  committee  deems  this  necessary. 
Within  thirty  days  after  such  certification,  the  Secretary 
shall,  after  giving  due  consideration  to  all  data  then  be- 
fore him,  including  such  report,  recommendations,  under- 
lying data,  and  statement,  by  order  make  public  a 
regulation — 

(A)  establishing  a  tolerance  for  the  pesticide 
chemical  named  in  the  petition  for  the  purposes  for 
which  it  is  so  certified  as  useful ;  or 

(B)  exempting  the  pesticide  chemical  from  the 
necessity  of  a  tolerance  for  such  purposes. 

(4)  The  regulations  published  under  paragraph  (2) 
or  (3)  of  this  subsection  will  be  effective  upon 
publication. 

(5)  Within  thirty  days  after  publication,  any  person 
adversely  affected  by  a  regulation  published  pursuant  to 
paragraph  (2)  or  (3)  of  this  subsection,  or  pursuant  to 
subsection  (e) ,  may  file  objections  thereto  with  the  Secre- 
tary, specifying  with  particularity  the  provisions  of  the 
regulation  deemed  objectionable,  stating  reasonable 
grounds  therefor,  and  requesting  a  public  hearing  upon 
such  objections.  A  copy  of  the  objections  filed  by  a  person 
other  than  the  petitioner  shall  be  served  on  the  petitioner, 
if  the  regulation  was  issued  pursuant  to  a  petition.  The 
petitioner  shall  have  two  weeks  to  make  a  written  reply 
to  the  objections.  The  Secretary  shall  thereupon,  after 
due  notice,  hold  such  public  hearing  for  the  purpose  of 
receiving  evidence  relevant  and  material  to  the  issues 
raised  by  such  objections.  Any  report,  recommendations, 
underlying  data,  and  reasons  certified  to  the  Secretary  by 
an  advisory  committee  shall  be  made  a  part  of  the  record 
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of  the  hearing,  if  relevant  and  material,  subject  to  the 
provisions  of  section  7(c)  of  the  Administrative  Pro- 
cedure Act  (5  U.S.C.,  sec.  1006(c)  J.1  The  National  Acad- 
emy of  Sciences  shall  designate  a  member  of  the  advisory 
committee  to  appear  and  testify  at  any  such  hearing 
with  respect  to  the  report  and  recommendations  of  such 
committee  upon  request  of  the  Secretary,  the  petitioner, 
or  the  officer  conducting  the  hearing :  Provided,  That  this 
shall  not  preclude  any  other  member  of  the  advisory  com- 
mittee from  appearing  and  testifying  at  such  hearing.  As 
soon  as  practicable  after  completion  of  the  hearing,  the 
Secretary  shall  act  upon  such  objections  and  by  order 
make  public  a  regulation.  Such  regulation  shall  be  based 
only  on  substantial  evidence  of  record  at  such  hearing, 
including  any  report,  recommendations,  underlying 
data,  and  reasons  certified  to  the  Secretary  by  an  advisory 
committee,  and  shall  set  forth  detailed  findings  of  fact 
upon  which  the  regulation  is  based.  No  such  order  shall 
take  effect  prior  to  the  ninetieth  day  after  its  publication, 
unless  the  Secretary  finds  that  emergency  conditions  exist 
necessitating  an  earlier  effective  date,  in  which  event  the 
Secretary  shall  specify  in  the  order  his  findings  as  to 
such  conditions. 

(e)  The  Secretary  may  at  any  time,  upon  his  own 
initiative  or  upon  the  request  of  any  interested  person, 
propose  the  issuance  of  a  regulation  establishing  a  toler- 
ance for  a  pesticide  chemical  or  exempting  it  from  the 
necessity  of  a  tolerance.  Thirty  days  after  publication  of 
such  a  proposal,  the  Secretary  may  by  order  publish  a 
regulation  based  upon  the  proposal  which  shall  become 
effective  upon  publication  unless  within  such  thirty-day 
period  a  person  who  has  registered,  or  who  has  submitted 
an  application  for  the  registration  of,  a  pesticide 
under  the  Federal  Insecticide,  Fungicide,  and  Kodenti- 
cide  Act  containing  the  pesticide  chemical  named  in  the 
proposal,  requests  that  the  proposal  be  referred  to  an  ad- 
visory committee.  In  the  event  of  such  a  request,  the 
Secretary  shall  forthwith  submit  the  proposal  and  other 
relevant  data  before  him  to  an  advisory  committee  to  be 
appointed  in  accordance  with  subsection  (g)  of  this  sec- 
tion. As  soon  as  practicable  after  such  referral,  but  not 
later  than  sixty  days  thereafter,  unless  extended  as  here- 
inafter provided,  the  committee  shall,  after  independent 
study  of  the  data  submitted  to  it  by  the  Secretary  and 
other  data  before  it,  certify  to  the  Secretary  a  report  and 
recommendations  on  the  proposal  together  with  all  un- 
derlying data  and  a  statement  of  the  reasons  or  basis  for 
the  recommendations.  The  sixty- day  period  provided  for 
herein  may  be  extended  by  the  advisory  committee  for  an 
additional  thirty  days  if  the  advisory  committee  deems 

1  Codified  to  section  556  of  title  5,  United  States  Code. 
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this  necessary.  Within  thirty  days  after  such  certification, 
the  Secretary  may,  after  giving  due  consideration  to  all 
data  before  him,  including  such  report,  recommenda- 
tions, underlying  data  and  statement,  by  order  publish 
a  regulation  establishing  a  tolerance  for  the  pesticide 
chemical  named  in  the  proposal  or  exempting  it  from  the 
necessity  of  a  tolerance  which  shall  become  effective  upon 
publication.  Regulations  issued  under  this  subsection 
shall  upon  publication  be  subject  to  paragraph  (5)  of 
subsection  (d). 

(f)  All  data  submitted  to  the  Secretary  or  to  an  ad- 
visory committee  in  support  of  a  petition  under  this  sec- 
tion shall  be  considered  confidential  by  the  Secretary 
and  by  such  advisory  committee  until  publication  of  a 
regulation  under  paragraph  (2)  or  (3)  of  subsection  (d) 
of  this  section.  Until  such  publication,  such  data  shall 
not  be  revealed  to  any  person  other  than  those  authorized 
by  the  Secretary  or  by  an  advisory  committee  in  the 
carrying  out  of  their  official  duties  under  this  section. 

(g)  Whenever  the  referral  of  a  petition  or  proposal 
to  an  advisory  committee  is  requested  under  this  section, 
or  the  Secretary  otherwise  deems  such  referral  necessary, 
the  Secretary  shall  forthwith  appoint  a  committee 
of  competent  experts  to  review  the  petition  or  pro- 
posal and  to  make  a  report  and  recommendations  thereon. 
Each  such  advisory  committee  shall  be  composed  of  ex- 
perts, qualified  in  the  subject  matter  of  the  petition  and 
of  adequately  diversified  professional  background  se- 
lected by  the  National  Academy  of  Sciences  and  shall  in- 
clude one  or  more  representatives  from  land-grant  col- 
leges. The  size  of  the  committee  shall  be  determined  by 
the  Secretary.  Members  of  an  advisory  committee  shall 
receive  compensation  and  travel  expenses  in  accordance 
with  subsection  (b)(5)(D)  of  section  706.  The  mem- 
bers shall  not  be  subject  to  any  other  provisions 
of  law  regarding  the  appointment  and  compensation  of 
employees  of  the  United  States.  The  Secretary  shall  fur- 
nish the  committee  with  adequate  clerical  and  other  as- 
sistance, and  shall  by  rules  and  regulations  prescribe  the 
procedures  to  be  followed  by  the  committee. 

(h)  A  person  who  has  filed  a  petition  or  who  has  re- 
quested the  referral  of  a  proposal  to  an  advisory  com- 
mittee in  accordance  with  the  provision  of  this  section, 
as  well  as  representatives  of  the  Department  of  Health, 
Education,  and  Welfare,  shall  have  the  right  to  consult 
with  any  advisory  committee  provided  for  in  subsection 
(g)  in  connection  with  the  petition  or  proposal. 

(i)  (1)  In  a  case  of  actual  controversy  as  to  the  valid- 
ity of  any  order  under  subsection  (d)(5),  (e),  or  (1) 
any  person  who  will  be  adversely  affected  by  such  order 
may  obtain  judicial  review  by  filing  in  the  United  States 
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Court  of  Appeals  for  the  circuit  wherein  such  person 
resides  or  has  his  principal  place  of  business,  or  in  the 
United  States  Court  of  Appeals  for  the  District  of  Co- 
lumbia Circuit,  within  60  days  after  entry  of  such  order, 
a  petition  praying  that  the  order  be  set  aside  in  whole  or 
in  part. 

(2)  In  the  case  of  a  petition  with  respect  to  an  order 
under  subsection  (d)(5)  or  (e),  a  copy  of  the  petition 
shall  be  forthwith  transmitted  by  the  clerk  of  the  court 
to  the  Secretary,  or  any  officer  designated  by  him  for 
that  purpose,  and  thereupon  the  Secretary  shall  file  in 
the  court  the  record  of  the  proceedings  on  which  he  based 
his  order,  as  provided  in  section  2112  of  title  28,  United 
States  Code.  Upon  the  filing  of  such  petition,  the  court 
shall  have  exclusive  jurisdiction  to  affirm  or  set  aside 
the  order  complained  of  in  whole  or  in  part.  The  find- 
ings of  the  Secretary  with  respect  to  questions  of  fact 
shall  be  sustained  if  supported  by  substantial  evidence 
when  considered  on  the  record  as  a  whole,  including  any 
report  and  recommendation  of  an  advisory  committee. 

(3)  In  the  case  of  a  petition  with  respect  to  an  order 
under  subsection  (1),  a  copy  of  the  petition  shall  be 
forthwith  transmitted  by  the  clerk  of  the  court  to  the 
Secretary  of  Agriculture,  or  any  officer  designated  by 
him  for  that  purpose,  and  thereupon  the  Secretary  shall 
file  in  the  court  the  record  of  the  proceedings  on  which 
he  based  his  order,  as  provided  in  section  2112  of  title  28, 
United  States  Code.  Upon  the  filing  of  such  petition,  the 
court  shall  have  exclusive  jurisdiction  to  affirm  or  set 
aside  the  order  complained  of  in  whole  or  in  part.  The 
findings  of  the  Secretary  with  respect  to  questions  of  fact 
shall  be  sustained  if  supported  by  substantial  evidence 
when  considered  on  the  record  as  a  whole. 

(4)  If  application  is  made  to  the  court  for  leave  to 
adduce  additional  evidence,  the  court  may  order  such 
additional  evidence  to  be  taken  before  the  Secretary  of 
Health,  Education,  and  Welfare  or  the  Secretary  of 
Agriculture,  as  the  case  may  be,  and  to  be  adduced  upon 
the  hearing  in  such  manner  and  upon  such  terms  and 
conditions  as  to  the  court  may  seem  proper,  if  such  evi- 
dence is  material  and  there  were  reasonable  grounds  for 
failure  to  adduce  such  evidence  in  the  proceedings  below. 
The  Secretary  of  Health,  Education,  and  Welfare  or  the 
Secretary  of  Agriculture,  as  the  case  may  be,  may  modify 
his  findings  as  to  the  facts  and  order  by  reason  of  the 
additional  evidence  so  taken,  and  shall  file  with  the  court 
such  modified  findings  and  order. 

(5)  The  judgment  of  the  court  affirming  or  setting 
aside,  in  whole  or  in  part,  any  order  under  this  section 
shall  be  final,  subject  to  review  by  the  Supreme  Court  of 
the  United  States  upon  certiorari  or  certification  as  pro- 
vided in  section  1254  of  title  28  of  the  United  States 
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Code.  The  commencement  of  proceedings  under  this  sec- 
tion shall  not,  unless  specifically  ordered  by  the  court  to 
the  contrary,  operate  as  a  stay  of  an  order.  The  court 
shall  advance  on  the  docket  and  expedite  the  disposition 
of  all  causes  filed  therein  pursuant  to  this  section. 

( j )  The  Secretary  may,  upon  the  request  of  any  person 
who  has  obtained  an  experimental  permit  for  a  pesticide 
chemical  under  the  Federal  Insecticide,  Fungicide,  and 
Rodenticide  Act  or  upon  his  own  initiative,  establish  a 
temporary  tolerance  for  the  pesticide  chemical  for  the 
uses  covered  by  the  permit  whenever  in  his  judgment 
such  action  is  deemed  necessary  to  protect  the  public 
health,  or  may  temporarily  exempt  such  pesticide  chem- 
ical from  a  tolerance.  In  establishing  such  a  tolerance, 
the  Secretary  shall  give  due  regard  to  the  necessity  for 
experimental  work  in  developing  an  adequate,  whole- 
some, and  economical  food  supply  and  to  the  limited 
hazard  to  the  public  health  involved  in  such  work  when 
conducted  in  accordance  with  applicable  regulations 
under  the  Federal  Insecticide,  Fungicide,  and  Rodenti- 
cide Act. 

(k)  Regulations  affecting  pesticide  chemicals  in  or  on 
raw  agricultural  commodities  which  are  promulgated 
under  the  authority  of  section  406(a)  upon  the  basis  of 
public  hearings  instituted  before  January  1,  1953,  in 
accordance  with  section  701(e),  shall  be  deemed  to  be 
regulations  under  this  section  and  shall  be  subject  to 
amendment  or  repeal  as  provided  in  subsection  (m). 

(1)  The  Secretary  of  Agriculture,  upon  request  of 
any  person  who  has  registered,  or  who  has  submitted  an 
application  for  the  registration  of,  a  pesticide  under 
the  Federal  Insecticide,  Fungicide,  and  Rodenticide  Act, 
and  whose  request  is  accompanied  by  a  copy  of  a  peti- 
tion filed  by  such  person  under  subsection  (d)  (1)  with 
respect  to  a  pesticide  chemical  which  constitutes,  or  is 
an  ingredient  of,  such  [a  pesticide],  shall,  within  thirty 
days  or  within  sixty  days  if  upon  notice  prior  to 
the  termination  of  such  thirty  days  the  Secretary  deems 
it  necessary  to  postpone  action  for  such  period,  on  the 
basis  of  data  before  him,  either — 

(1)  certify  to  the  Secretary  of  Health,  Educa- 
tion, and  Welfare  that  such  pesticide  chemical  is  use- 
ful for  the  purpose  for  which  a  tolerance  or  exemp- 
tion is  sought ;  or 

(2)  notify  the  person  requesting  the  certification 
of  his  proposal  to  certify  that  the  pesticide  chemical 
does  not  appear  to  be  useful  for  the  purpose  for 
which  a  tolerance  or  exemption  is  sought,  or  appears 
to  be  useful  for  only  some  of  the  purposes  for  which 
a  tolerance  or  exemption  is  sought. 

In  the  event  that  the  Secretary  of  Agriculture  takes 
the  action  described  in  clause  (2)  of  the  preceding  sen- 
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tence,  the  person  requesting  the  certification,  within  one 
week  after  receiving  the  proposed  certification,  may 
either  (A)  request  the  Secretary  of  Agriculture  to  cer- 
tify to  the  Secretary  of  Health,  Education,  and  Welfare 
on  the  basis  of  the  proposed  certification;  (B)  request  a 
hearing  on  the  proposed  certification  or  the  parts  thereof 
objected  to;  or  (C)  request  both  such  certification  and 
such  hearing.  If  no  such  action  is  taken,  the  Secretary 
may  by  order  make  the  certification  as  proposed.  In  the 
event  that  the  action  described  in  clause  (A)  or  (C) 
taken,  the  Secretary  shall  by  order  make  the  certification 
as  proposed  with  respect  to  such  parts  thereof  as  are 
requested.  In  the  event  a  hearing  is  requested,  the  Secre- 
tary of  Agriculture  shall  provide  opportunity  for  a 
prompt  hearing.  The  certification  of  the  Secretary  of 
Agriculture  as  the  result  of  such  hearing  shall  be  made 
by  order  and  shall  be  based  only  on  substantial  evidence 
of  record  at  the  hearing  and  shall  set  forth  detailed 
findings  of  fact.  In  no  event  shall  the  time  elapsing  be- 
tween the  making  of  a  request  for  a  certification  under 
this  subsection  and  final  certification  by  the  Secretary  of 
Agriculture  exceed  one  hundred  and  sixty  days.  The 
Secretary  shall  submit  to  the  Secretary  of  Health,  Edu- 
cation, and  Welfare  with  any  certification  of  usefulness 
under  this  subsection  an  opinion,  based  on  the  data  before 
him,  whether  the  tolerance  or  exemption  proposed  by 
the  petitioner  reasonably  reflects  the  amount  of  residue 
likely  to  result  when  the  pesticide  chemical  is  used  in  the 
manner  proposed  for  the  purpose  for  which  the  certifi- 
cation is  made.  The  Secretary  of  Agriculture,  after  due 
notice  and  opportunity  for  public  hearing,  is  authorized 
to  promulgate  rules  and  regulations  for  carrying  out 
the  provisions  of  this  subsection. 

(m)  The  Secretary  of  Health,  Education,  and  Wel- 
fare shall  prescribe  by  regulations  the  procedure  by 
which  regulations  under  this  section  may  be  amended  or 
repealed,  and  such  procedure  shall  conform  to  the  pro- 
cedure provided  in  this  section  for  the  promulgation  of 
regulations  establishing  tolerances,  including  the  ap- 
pointment of  advisory  committees  and  the  procedure  for 
referring  petitions  to  such  committees. 

(n)  The  provisions  of  section  303(c)  of  the  Federal 
Food,  Drug,  and  Cosmetic  Act  with  respect  to  the  fur- 
nishing of  guaranties  shall  be  applicable  to  raw  agricul- 
tural commodities  covered  by  this  section. 

(o)  The  Secretary  of  Health,  Education,  and  Welfare 
shall  by  regulation  require  the  payment  of  such  fees  as 
will  in  the  aggregate,  in  the  judgment  of  the  Secretary, 
be  sufficient  over  a  reasonable  term  to  provide,  equip, 
and  maintain  an  adequate  service  for  the  performance 
of  the  Secretary's  functions  under  this  section.  Under 
such  regulations,  the  performance  of  the  Secretary's 
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services  or  other  functions  pursuant  to  this  section,  in- 
cluding any  one  or  more  of  the  following,  may  be  con- 
ditioned upon  the  payment  of  such  fees :  (1 )  the  accept- 
ance of  filing  of  a  petition  submitted  under  subsection 
(d)  ;  (2)  the  promulgation  of  a  regulation  establishing 
a  tolerance,  or  an  exemption  from  the  necessity  of  a 
tolerance,  under  this  section,  or  the  amendment  or  repeal 
of  such  a  regulation;  (3)  the  referral  of  a  petition  or 
proposal  under  this  section  to  an  advisory  committee; 
(4)  the  acceptance  for  filing  of  objections  under  subsec- 
tion (d)  (5)  ;  or -(5)  the  certification  and  filing  in  court 
of  a  transcript  of  the  proceedings  and  the  record  under 
subsection  (i)  (2).  Such  regulations  may  further  provide 
for  waiver  or  refund  of  fees  in  whole  or  in  part  when 
in  the  judgment  of  the  Secretary  such  waiver  or  refund 
is  equitable  and  not  contrary  to  the  purposes  of  this 
subsection. 

FOOD   ADDITIVES 

Unsafe  Food  Additives 

Sec.  409  [348].  (a)  A  food  additive  shall,  with  respect 
to  any  particular  use  or  intended  use  of  such  additives,  be 
deemed  to  be  unsafe  for  the  purposes  of  the  application 
of  clause  (2)  (C)  of  section  402  (a),  unless — 

(1)  it  and  its  use  or  intended  use  conform  to  the 
terms  of  an  exemption  which  is  in  effect  pursuant  to 
subsection  (i)  of  this  section ;  or 

(2)  there  is  in  effect,  and  it  and  its  use  or  intended 
use  are  in  conformity  with,  a  regulation  issued  under 
this  section  prescribing  the  conditions  under  which 
such  additive  may  be  safely  used. 

While  such  a  regulation  relating  to  a  food  additive  is 
in  effect,  a  food  shall  not,  by  reason  of  bearing  or  con- 
taining such  an  additive  in  accordance  with  the  regula- 
tion, be  considered  adulterated  within  the  meaning  of 
clause  (1)  of  section  402 (a). 

Petition  To  Establish  Safety 

(b)  (1)  Any  person  may,  with  respect  to  any  intended 
use  of  a  food  additive,  file  with  the  Secretary  a  petition 
proposing  the  issuance  of  a  regulation  prescribing  the 
conditions  under  which  such  additive  may  be  safely  used. 

(2)  Such  petition  shall,  in  addition  to  any  explanatory 
or  supporting  data,  contain — 

(A)  the  name  and  all  pertinent  information  con- 
cerning such  food  additive,  including,  where  avail- 
able, its  chemical  identity  and  composition; 

(B)  a  statement  of  the  conditions  of  the  proposed 
use  of  such  additive,  including  all  directions,  recom- 
mendations, and  suggestions  proposed  for  the  use  of 
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such  additive,  and  including  specimens  of  its  pro- 
posed labeling ; 

(C)  all  relevant  data  bearing  on  the  physical  or 
ottier  technical  effect  such  additive  is  intended  to 
produce,  and  the  quantity  of  such  additive  required 
to  produce  such  effect ; 

(D)  a  description  of  practicable  methods  for  de- 
termining the  quantity  of  such  additive  in  or  on 
food,  and  any  substance  formed  in  or  on  food,  be- 
cause of  its  use ;  and 

(E)  full  reports  of  investigations  made  with 
respect  to  the  safety  for  use  of  such  additive,  includ- 
ing full  information  as  to  the  methods  and  controls 
used  in  conducting  such  investigations. 

(3)  Upon  request  of  the  Secretary,  the  petitioner  shall 
furnish  (or,  if  the  petitioner  is  not  the  manufacturer 
of  such  additive,  the  petitioner  shall  have  the  manufac- 
turer of  such  additive  furnish,  without  disclosure  to  the 
petitioner),  a  full  description  of  the  methods  used  in, 
and  the  facilities  and  controls  used  for,  the  production 
of  such  additive. 

(4)  Upon  request  of  the  Secretary,  the  petitioner  shall 
furnish  samples  of  the  food  additive  involved,  or  articles 
used  as  components  thereof,  and  of  the  food  in  or  on 
which  the  additive  is  proposed  to  be  used. 

( 5 )  Notice  of  the  regulation  proposed  by  the  petitioner 
shall  be  published  in  general  terms  by  the  Secretary 
within  thirty  days  after  filing. 

Action  on  the  Petition 

(c)  (1)  The  Secretary  shall— 

(A)  by  order  establish  a  regulation  (whether  or 
not  in  accord  with  that  proposed  by  the  petitioner) 
prescribing,  with  respect  to  one  or  more  proposed 
uses  of  the  food  additive  involved,  the  conditions 
under  which  such  additive  may  be  safely  used 
(including,  but  not  limited  to,  specifications  as  to 
the  particular  food  or  classes  of  food  in  or  on  which 
such  additive  may  be  used,  the  maximum  quantity 
which  may  be  used  or  permitted  to  remain  in  or  on 
such  food,  the  manner  in  which  such  additive  may 
be  added  k>  or  used  in  or  on  such  food,  and  any  direc- 
tions or  other  labeling  or  packaging  requirements 
for  such  additive  deemed  necessary  by  him  to  assure 
the  safety  of  such  use) ,  and  shall  notify  the  petitioner 
of  such  order  and  the  reasons  for  such  action;  or 

(B)  by  order  deny  the  petition,  and  shall  notify 
the  petitioner  of  such  order  and  of  the  reasons  for 
such  action. 

(2)  The  order  required  by  paragraph  (1)  (A)  or  (B) 
of  this  subsection  shall  be  issued  within  ninety  days 
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after  the  date  of  filing  of  the  petition,  except  that  the 
Secretary  may  (prior  to  such  ninetieth  day),  by  written 
notice  to  the  petitioner,  extend  such  ninety-day  period 
to  such  time  (not  more  than  one  hundred  and  eighty  days 
after  the  date  of  filing  of  the  petition)  as  the  Secretary 
deems  necessary  to  enable  him  to  study  and  investigate 
the  petition. 

(3)  No  such  regulation  shall  issue  if  a  fair  evaluation 
of  the  data  before  the  Secretary — 

(A)  fails  to  establish  that  the  proposed  use  of 
the  food  additive,  under  the  conditions  of  use  to  be 
specified  in  the  regulation,  will  be  safe:  Provided, 
That  no  additive  shall  be  deemed  to  be  safe  if  it  is 
found  to  induce  cancer  when  ingested  by  man  or 
animal,  or  if  it  is  found,  after  tests  which  are  appro- 
priate for  the  evaluation  of  the  safety  of  food  addi- 
tives, to  induce  cancer  in  man  or  animal,  except  that 
this  proviso  shall  not  apply  with  respect  to  the  use 
of  a  substance  as  an  ingredient  of  feed  for  animals 
which  are  raised  for  food  production,  if  the  Secretary 
finds  (i)  that,  under  the  conditions  of  use  and  feeding 
specified  in  proposed  labeling  and  reasonably  certain 
to  be  followed  in  practice,  such  additive  will  not 
adversely  affect  the  animals  for  which  such  feed  is 
intended,  and  (ii)  that  no  residue  of  the  additive 
will  be  found  (by  methods  of  examination  pre- 
scribed or  approved  by  the  Secretary  by  regulations, 
which  regulations  shall  not  be  subject  to  subsections 
(f )  and  (g) )  in  any  edible  portion  of  such  animal 
after  slaughter  or  in  any  food  yielded  by  or  derived 
from  the  living  animal ;  or 

(B)  shows  that  the  proposed  use  of  the  additive 
would  promote  deception  of  the  consumer  in  viola- 
tion of  this  Act  or  would  otherwise  result  in  adul- 
teration or  in  misbranding  of  food  within  the  mean- 
ing of  this  Act. 

(4)  If,  in  the  judgment  of  the  Secretary,  based  upon  a 
fair  evaluation  of  the  data  before  him,  a  tolerance  limita- 
tion is  required  in  order  to  assure  that  the  proposed  use 
of  an  additive  will  be  safe,  the  Secretary — 

(A)  shall  not  fix  such  tolerance  limitation  at  a 
level  higher  than  he  finds  to  be  reasonably  required 
to  accomplish  the  physical  or  other  technical  effect 
for  which  such  additive  is  intended ;  and 

(B)  shall  not  establish  a  regulation  for  such  pro- 
posed use  if  he  finds  upon  a  fair  evaluation  of  the 
data  before  him  that  such  data  do  not  establish  that 
such  use  would  accomplish  the  intended  physical  or 
other  technical  effect. 

(5)  In  determining,  for  the  purposes  of  this  section, 
whether  a  proposed  use  of  a  food  additive  is  safe,  the 
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Secretary  shall  consider  among  other  relevant  factors— 

(A)  the  probable  consumption  of  the  additive 
and  of  any  substance  formed  in  or  on  food  because 
of  the  use  of  the  additive ; 

(B)  the  cumulative  effect  of  such  additive  in  the 
diet  of  man  or  animals,  taking  into  account  any 
chemically  or  pharmacologically  related  substance 
or  substances  in  such  diet ;  and 

(C)  safety  factors  which  in  the  opinion  of  experts 
qualified  by  scientific  training  and  experience  to 
evaluate  the  safety  of  food  additives  are  generally 
recognized  as  appropriate  for  the  use  of  animal 
experimentation  data. 

Regulation  Issued  on  Secretary's  Initiative 

(d)  The  Secretary  may  at  any  time,  upon  his  own 
initiative,  propose  the  issuance  of  a  regulation  prescrib- 
ing, with  respect  to  any  particular  use  of  a  food  additive, 
the  conditions  under  which  such  additive  may  be  safely 
used,  and  the  reasons  therefor.  After  the  thirtieth  day 
following  publication  of  such  a  proposal,  the  Secretary 
may  by  order  establish  a  regulation  based  upon  the 
proposal. 

Publication  and  Effective  Date  of  Orders 

(e)  Any  order,  including  any  regulation  established 
by  such  order,  issued  under  subsection  (c)  or  (d)  of  this 
section,  shall  be  published  and  shall  be  effective  upon 
publication,  but  the  Secretary  may  stay  such  effective- 
ness if,  after  issuance  of  such  order,  a  hearing  is  sought 
with  respect  to  such  order  pursuant  to  subsection  (f ) . 

Objections  and  Public  Hearing 

(f)(1)  Within  thirty  days  after  publication  of  an 
order  made  pursuant  to  subsection  (c)  or  (d)  of  this 
section,  any  person  adversely  affected  by  such  an  order 
may  file  objections  thereto  with  the  Secretary,  specifying 
with  particularity  the  provisions  of  the  order  deemed 
objectionable,  stating  reasonable  grounds  therefor,  and 
requesting  a  public  hearing  upon  such  objections.  The 
Secretary  shall,  after  due  notice,  as  promptly  as  possible 
hold  such  public  hearing  for  the  purpose  of  receiving 
evidence  relevant  and  material  to  the  issues  raised  by 
such  objections.  As  soon  as  practicable  after  completion 
of  the  hearing,  the  Secretary  shall  by  order  act  upon 
such  objections  and  make  such  order  public. 

(2)  Such  order  shall  be  based  upon  a  fair  evaluation 
of  the  entire  record  at  such  hearing,  and  shall  include 
a  statement  setting  forth  in  detail  the  findings  and 
conclusions  upon  which  the  order  is  based. 
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(3)  The  Secretary  shall  specify  in  the  order  the  date 
on  which  it  shall  take  effect,  except  that  it  shall  not  be 
made  to  take  effect  prior  to  the  ninetieth  day  after  its 
publication,  unless  the  Secretary  finds  that  emergency 
conditions  exist  necessitating  an  earlier  effective  date,  in 
which  event  the  Secretary  shall  specify  in  the  order  his 
findings  as  to  such  conditions. 

Judicial  Review 

(g)(1)  In  a  case  of  actual  controversy  as  to  the 
validity  of  any  order  issued  under  subsection  (f),  includ- 
ing any  order  thereunder  with  respect  to  amendment  or 
repeal  of  a  regulation  issued  under  this  section,  any  per- 
son who  will  be  adversely  affected  by  such  order  may 
obtain  judicial  review  by  filing  in  the  United  States 
Court  of  Appeals  for  the  circuit  wherein  such  person 
resides  or  has  his  principal  place  of  business,  or  in  the 
United  States  Court  of  Appeals  for  the  District  of 
Columbia  Circuit,  within  sixty  days  after  the  entry  of 
such  order,  a  petition  praying  that  the  order  be  set  aside 
in  whole  or  in  part. 

(2)  A  copy  of  such  petition  shall  be  forthwith  trans- 
mitted by  the  clerk  of  the  court  to  the  Secretary,  or  any 
officer  designated  by  him  for  that  purpose,  and  thereupon 
the  Secretary  shall  file  in  the  court  the  record  of  the  pro- 
ceedings on  which  he  based  his  order,  as  provided  in  sec- 
tion 2112  of  title  28,  United  States  Code.  Upon  the  filing 
of  such  petition  the  court  shall  have  jurisdiction,  which 
upon  the  filing  of  the  record  with  it  shall  be  exclusive,  to 
affirm  or  set  aside  the  order  complained  of  in  whole  or  in 
part.  Until  the  filing  of  the  record  the  Secretary  may 
modify  or  set  aside  his  order.  The  findings  of  the  Secre- 
tary with  respect  to  questions  of  fact  shall  be  sustained 
if  based  upon  a  fair  evaluation  of  the  entire  record  at 
such  hearing.  The  court  shall  advance  on  the  docket  and 
expedite  the  disposition  of  all  causes  filed  therein  pursu- 
ant to  this  section. 

(3)  The  court,  on  such  judicial  review,  shall  not  sus- 
tain the  order  of  the  Secretary  if  he  failed  to  comply 
with  any  requirement  imposed  on  him  by  subsection  (f ) 
(2)  of  this  section. 

(4)  If  application  is  made  to  the  court  for  leave  to 
adduce  additional  evidence,  the  court  may  order  such  ad- 
ditional evidence  to  be  taken  before  the  Secretary  and  to 
be  adduced  upon  the  hearing  in  such  manner  and  upon 
such  terms  and  conditions  as  to  the  court  may  seem 
proper,  if  such  evidence  is  material  and  there  were  rea- 
sonable grounds  for  failure  to  adduce  such  evidence  in  the 
proceedings  below.  The  Secretary  may  modify  his  find- 
ings as  to  the  facts  and  order  by  reason  of  the  additional 
evidence  so  taken,  and  shall  file  with  the  court  such 
modified  findings  and  order. 
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(5)  The  judgment  of  the  court  affirming  or  setting 
aside,  in  whole  or  in  part,  any  order  under  this  section 
shall  be  final,  subject  to  review  by  the  Supreme  Court  of 
the  United  States  upon  certiorari  or  certification  as  pro- 
vided in  section  1254  of  title  28  of  the  United  States  Code. 
The  commencement  of  proceedings  under  this  section 
shall  not,  unless  specifically  ordered  by  the  court  to  the 
contrary,  operate  as  a  stay  of  an  order. 

Amendment  or  Repeal  of  Regulations 

(h)  The  Secretary  shall  by  regulation  prescribe  the 
procedure  by  which  regulations  under  the  foregoing  pro- 
visions of  this  section  may  be  amended  or  repealed,  and 
such  procedure  shall  conform  to  the  procedure  provided 
in  this  section  for  the  promulgation  of  such  regulations. 

Exemptions  for  Investigational  Use 

(i)  Without  regard  to  subsections  (b)  to  (h),  inclu- 
sive, of  this  section,  the  Secretary  shall  by  regulation  pro- 
vide for  exempting  from  the  requirements  of  this  section 
any  food  additive,  and  any  food  bearing  or  containing 
such  additive,  intended  solely  for  investigational  use  by 
qualified  experts  when  in  his  opinion  such  exemption  is 
consistent  with  the  public  health. 

BOTTLED  DRINKING   WATER   STANDARDS 

Sec.  410  [349].  Whenever  the  Administrator  of  the 
Environmental  Protection  Agency  prescribes  interim  or 
revised  national  primary  drinking  water  regulations 
under  section  1412  of  the  Public  Health  Service  Act,  the 
Secretary  shall  consult  with  the  Administrator  and 
within  180  days  after  the  promulgation  of  such  drinking 
water  regulations  either  promulgate  amendments  to 
regulations  under  this  chapter  applicable  to  bottled 
drinking  water  or  publish  in  the  Federal  Register  his 
reasons  for  not  making  such  amendments. 

VITAMINS    AND    MINERALS 

Sec.  411  [350].  (a)(1)  Except  as  provided  in  para- 
graph (2)  — 

(A)  the  Secretary  may  not  establish,  under  sec- 
tion 201  (n),  401,  or  403,  maximum  limits  on  the 
potency  of  any  synthetic  or  natural  vitamin  or  min- 
eral within  a  food  to  which  this  section  applies; 

(B)  the  Secretary  may  not  classify  any  natural  or 
synthetic  vitamin  or  mineral  (or  combination  there- 
of) as  a  drug  solely  because  it  exceeds  the  level  of 
potency  which  the  Secretary  determines  is  nutri- 
tionally rational  or  useful ; 

(C)  the  Secretary  may  not  limit,  under  section 
201  (n),  401,  or  403,  the  combination  or  number  of 
any  synthetic  or  natural — 

(i)  vitamin, 
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(ii)  mineral,  or 

(iii)  other  ingredient  of  food, 
within  a  food  to  which  this  section  applies. 
(2)  Paragraph  (1)  shall  not  apply  in  the  case  of  a 
vitamin,  mineral,  other  ingredient  of  food,  or  food, 
which  is  represented  for  use  by  individuals  in  the  treat- 
ment or  management  of  specific  diseases  or  disorders,  by 
children,  or  by  pregnant  or  lactating  women.  For  pur- 
poses of  this  subparagraph,  the  term  "children"  means 
individuals  who  are  under  the  age  of  twelve  years. 

(b)  (1)  A  food- to  which  this  section  applies  shall  not 
be  deemed  under  section  403  to  be  misbranded  solely 
because  its  label  bears,  in  accordance  with  section  403  (i; 
(2) ,  all  the  ingredients  in  the  food  or  its  advertising  con- 
tains references  to  ingredients  in  the  food  which  are  not 
vitamins  or  minerals. 

(2)  (A)  The  labeling  for  any  food  to  which  this  section 
applies  may  not  list  its  ingredients  which  are  not 
vitamins  or  minerals  (i)  except  as  a  part  of  a  list  of  all 
the  ingredients  of  such  food,  and  (ii)  unless  such  in- 
gredients are  listed  in  accordance  with  applicable  regu- 
lations under  section  403.  To  the  extent  that  compliance 
with  clause  (i)  of  this  subparagraph  is  impracticable  or 
results  in  deception  or  unfair  competition,  exemptions 
shall  be  established  by  regulations  promulgated  by  the 
Secretary. 

(B)  Notwithstanding  the  provisions  of  subparagraph 
(A),  the  labeling  and  advertising  for  any  food  to  which 
this  section  applies  may  not  give  prominence  to  or  em- 
phasize ingredients  which  are  not — 

(i)  vitamins, 

(ii)  minerals,  or 

(iii)  represented  as  a  source  of  vitamins  or  min- 
erals. 

(c)  (1)  For  purposes  of  this  section,  the  term  "food  to 
which  this  section  applies"  means  a  food  for  humans 
which  is  a  food  for  special  dietary  use — 

(A)  which  is  or  contains  any  natural  or  synthetic 
vitamin  or  mineral,  and 

(B)  which— 

(i)  is  intended  for  ingestion  in  tablet,  capsule, 
or  liquid  form,  or 

(ii)  if  not  intended  for  ingestion  in  such  a 
form,  does  not  simulate  and  is  not  represented 
as  conventional  food  and  is  not  represented  for 
use  as  a  sole  item  of  a  meal  or  of  the  diet. 

(2)  For  purposes  of  paragraph  (l)(B)(i),  a  food 
shall  be  considered  as  intended  for  ingestion  in  liquid 
form  only  if  it  is  formulated  in  a  fluid  carrier  and  it  is 
intended  for  ingestion  in  daily  quantities  measured  in 
drops  or  similar  small  units  of  measure. 

(3)  For  purposes  of  paragraph  (1)  and  of  section  403 
(j)  insofar  as  that  section  is  applicable  to  food  to  which 


41 

this  section  applies,  the  term  "special  dietary  use"  as  ap- 
plied to  food  used  by  man  means  a  particular  use  for 
which  a  food  purports  or  is  represented  to  be  used,  in- 
cluding but  not  limited  to  the  following : 

(A)  Supplying  a  special  dietary  need  that  exists 
by  reason  of  a  physical,  physiological,  pathological, 
or  other  condition,  including  but  not  limited  to  the 
condition  of  disease,  convalescence,  pregnancy,  lac- 
tation, infancy,  allergic  hypersensitivity  to  food, 
underweight,  overweight,  or  the  need  to  control  the 
intake  of  sodium. 

(B)  Supplying  a  vitamin,  mineral,  or  other  in- 
gredient for  use  by  man  to  supplement  his  diet  by 
increasing  the  total  dietary  intake. 

(C)  Supplying  a  special  dietary  need  by  reason 
of  being  a  food  for  use  as  the  sole  item  of  the  diet. 

CHAPTER  V— DRUGS  AND  DEVICES 

ADULTERATED   DRUGS   AND  DEVICES 

Sec.  501  [351].  A  drug  or  device  shall  be  deemed  to  be 
adulterated — 

(a)  (1)  If  it  consists  in  whole  or  in  part  of  any  filthy, 
putrid,  or  decomposed  substance;  or  (2)  (A)  if  it  has 
been  prepared,  packed,  or  held  under  insanitary  condi- 
tions whereby  it  may  have  been  contaminated  with  filth, 
or  whereby  it  may  have  been  rendered  injurious  to 
health ;  or  (B)  if  it  is  a  drug  and  the  methods  used  in,  or 
the  facilities  or  controls  used  for,  its  manufacture,  proc- 
essing, packing,  or  holding  do  not  conform  to  or  are  not 
operated  or  administered  in  conformity  with  current  good 
manufacturing  practice  to  assure  that  such  drug  meets 
the  requirements  of  this  Act  as  to  safety  and  has  the 
identity  and  strength,  and  meets  the  quality  and  purity 
characteristics,  which  it  purports  or  is  represented  to 
possess;  or  (3)  if  its  container  is  composed,  in  whole  or 
in  part,  of  any  poisonous  or  deleterious  substance  which 
may  render  the  contents  injurious  to  health;  or  (4)  if 
(A)  it  bears  or  contains,  for  purposes  of  coloring  only,  a 
color  additive  which  is  unsafe  within  the  meaning  of 
section  706(a),  or  (B)  it  is  a  color  additive  the  intended 
use  of  which  in  or  on  drugs  or  devices  is  for  purposes  of 
coloring  only  and  is  unsafe  within  the  meaning  of  section 
706(a) ;  or  (5)  if  it  is  a  new  animal  drug  which  is  unsafe 
within  the  meaning  of  section  512;  or  (6)  if  it  is  an 
animal  feed  bearing  or  containing  a  new  animal  drug, 
and  such  animal  feed  is  unsafe  within  the  meaning  of 
section  512. 

(b)  If  it  purports  to  be  or  is  represented  as  a  drug  the 
name  of  which  is  recognized  in  an  official  compendium, 
and  its  strength  differs  from,  or  its  quality  or  purity  falls 
below,  the  standards  set  forth  in  such  compendium.  Such 
determination  as  to  strength,  quality,  or  purity  shall  be 
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made  in  accordance  with  the  tests  or  methods  of  assay  set 
forth  in  such  compendium,  except  that  whenever  tests  or 
methods  of  assay  have  not  been  prescribed  in  such  com- 
pendium, or  such  tests  or  methods  of  assay  as  are  pre- 
scribed are,  in  the  judgment  of  the  Secretary,  insufficient 
for  the  making  of  such  determination,  the  Secretary  shall 
bring  such  fact  to  the  attention  of  the  appropriate  body 
charged  with  the  revision  of  such  compendium,  and  if 
such  body  fails  within  a  reasonable  time  to  prescribe  tests 
or  methods  of  assay  which,  in  the  judgment  of  the  Secre- 
tary, are  sufficient  for  purposes  of  this  paragraph,  then 
the  Secretary  shall  promulgate  regulations  prescribing 
appropriate  tests  or  methods  of  assay  in  accordance  with 
which  such  determination  as  to  strength,  quality,  or 
purity  shall  be  made.  No  drug  defined  in  an  official  com- 
pendium shall  be  deemed  to  be  adulterated  under  this 
paragraph  because  it  differs  from  the  standard  of 
strength,  quality,  or  purity  therefor  set  forth  in  such 
compendium,  if  its  difference  in  strength,  quality,  or  pu- 
rity from  such  standards  is  plainly  stated  on  its  label. 
Whenever  a  drug  is  recognized  in  both  the  United  States 
Pharmacopeia  and  the  Homeopathic  Pharmacopeia  of 
the  United  States  it  shall  be  subject  to  the  requirements 
of  the  United  States  Pharmacopeia  unless  it  is  labeled 
and  offered  for  sale  as  a  homeopathic  drug,  in  which  case 
it  shall  be  subject  to  the  provisions  of  the  Homeopathic 
Pharmacopeia  of  the  United  States  and  not  to  those  of 
the  United  States  Pharmacopeia. 

(c)  If  it  is  not  subject  to  the  provisions  of  paragraph 
(b)  of  this  section  and  its  strength  differs  from,  or  its 
purity  or  quality  falls  below,  that  which  it  purports  or  is 
represented  to  possess. 

(d)  If  it  is  a  drug  and  any  substance  has  been  (1) 
mixed  or  packed  therewith  so  as  to  reduce  its  quality  or 
strength  or  (2)  substituted  wholly  or  in  part  therefor. 

(e)  If  it  is,  or  purports  to  be  or  is  represented  as,  a 
device  which  is  subject  to  a  performance  standard  estab- 
lished under  section  514,  unless  such  device  is  in  all  re- 
spects in  conformity  with  such  standard. 

(f )  (1)  If  it  is  a  class  III  device — 

(A)  (i)  which  is  required  by  a  regulation  promul- 
gated under  subsection  (b)  of  section  515  to  have  an 
approval  under  such  section  of  an  application  for 
premarket  approval  and  which  is  not  exempt  from 
section  515  under  section  520(g) ,  and 

(ii)  (I)  for  which  an  application  for  premarket 
approval  or  a  notice  of  completion  of  a  product  de- 
velopment protocol  was  not  filed  with  the  Secretary 
within  the  ninety-day  period  beginning  on  the  date 
of  the  promulgation  of  such  regulation,  or 

(II)  for  which  such  an  application  was  filed  and 
approval  of  the  application  has  been  denied  or  with- 
drawn, or  such  a  notice  was  filed  and  has  been  de- 
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clared  not  completed  or  the  approval  of  the  device 
under  the  protocol  has  been  withdrawn ; 

(B)  (i)  which  was  classified  under  section  513(f) 
into  class  III,  which  under  section  515(a)  is  required 
to  have  in  effect  an  approved  application  for  pre- 
market  approval,  and  which  is  not  exempt  from  sec- 
tion 515  under  section  520  (g) ,  and 

(ii)  which  does  not  have  such  an  application  in 
effect;  or 

(C)  which  was  classified  under  section  520(1)  into 
class  III,  which  under  such  section  is  required  to 
have  in  effect  an  approved  application  under  section 
515,  and  which  does  not  have  such  an  application  in 
effect. 

(2)  (A)  In  the  case  of  a  device  classified  under  section 
513(f)  into  class  III  and  intended  solely  for  investiga- 
tional use,  paragraph  (1)  (B)  shall  not  apply  with  re- 
spect to  such  device  during  the  period  ending  on  the  nine- 
tieth day  after  the  date  of  the  promulgation  of  the  regu- 
lations prescribing  the  procedures  and  conditions  re- 
quired by  section  520(g)  (2). 

(B)  In  the  case  of  a  device  subject  to  a  regulation  pro- 
mulgated under  subsection  (b)  of  section  515,  paragraph 
(1)  shall  not  apply  with  respect  to  such  device  during 
the  period  ending — 

(i)  on  the  last  day  of  the  thirtieth  calendar  month 
beginning  after  the  month  in  which  the  classifica- 
tion of  the  device  in  class  III  became  effective  under 
section  513,  or 

(ii)  on  the  ninetieth  day  after  the  date  of  the  pro- 
mulgation of  such  regulation, 
whichever  occurs  later, 
(g)  If  it  is  a  banned  device. 

(h)  If  it  is  a  device  and  the  methods  used  in,  or  the  fa- 
cilities or  controls  used  for,  its  manufacture,  packing, 
storage,  or  installation  are  not  in  conformity  with  appli- 
cable requirements  under  section  520(f)  (1)  or  an  appli- 
cable condition  prescribed  by  an  order  under  section 
520(f)(2). 

(i)  If  it  is  a  device  for  which  an  exemption  has  been 
granted  under  section  520(g)  for  investigational  use  and 
the  person  who  was  granted  such  exemption  or  any  in- 
vestigator who  uses  such  device  under  such  exemption 
fails  to  comply  with  a  requirement  prescribed  by  or 
under  such  section. 

MISBRANDED   DRUGS    AND   DEVICES 

Sec.  502  [352].  A  drug  or  device  shall  be  deemed  to  be 
misbranded — 

(a)  If  its  labeling  is  false  or  misleading  in  any  par- 
ticular. 

(b)  If  in  a  package  form  unless  it  bears  a  label  con- 
taining (1)  the  name  and  place  of  business  of  the  manu- 
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facturer,  packer,  or  distributor;  and  (2)  an  accurate 
statement  of  the  quantity  of  the  contents  in  terms  of 
weight,  measure,  or  numerical  count:  Provided,  That 
under  clause  (2)  of  this  paragraph  reasonable  variations 
shall  be  permitted,  and  exemptions  as  to  small  packages 
shall  be  established,  by  regulations  prescribed  by  the 
Secretary. 

(c)  If  any  word,  statement,  or  other  information  re- 
quired by  or  under  authority  of  this  Act  to  appear  on 
the  label  or  labeling  is  not  prominently  placed  thereon 
with  such  conspicuousness  (as  compared  with  other 
words,  statements,  designs,  or  devices,  in  the  labeling) 
and  in  such  terms  as  to  render  it  likely  to  be  read  and  un- 
derstood by  the  ordinary  individual  under  customary 
conditions  of  purchase  and  use. 

(d)  If  it  is  for  use  by  man  and  contains  any  quantity 
of  the  narcotic  or  hypnotic  substance  alpha-eucaine,  bar- 
bituric acid,  beta-eucaine,  bromal,  cannabis,  carbromal, 
chloral,  coca,  cocaine,  codeine,  heroin,  marihuana,  mor- 
phine, opium,  paraldehyde,  peyote,  or  sulf onmethane ; 
or  any  chemical  derivative  of  such  substance,  which  de- 
rivative has  been  by  the  Secretary,  after  investigation, 
found  to  be,  and  by  regulations  designated  as,  habit 
forming ;  unless  its  label  bears  the  name,  and  quantity  or 
proportion  of  such  substance  or  derivative  and  in  juxta- 
position therewith  the  statement  "Warning — May  be 
habit  forming." 

(e)  (1)  If  it  is  a  drug,  unless  (A)  its  label  bears,  to 
the  exclusion  of  any  other  nonproprietary  name  (except 
the  applicable  systematic  chemical  name  or  the  chemical 
formula),  (i)  the  established  name  (as  defined  in  sub- 
paragraph (3) )  of  the  drug,  if  such  there  be,  and  (ii)  in 
case  it  is  fabricated  from  two  or  more  ingredients,  the 
established  name  and  quantity  of  each  active  ingredient, 
including  the  quantity,  kind,  and  proportion  of  any  al- 
cohol, and  also  including  whether  active  or  not,  the 
established  name  and  quantity  or  proportion  of  any 
bromides,  ether,  chloroform,  acetanilide,  acetophenetidin, 
amidopyrine,  antipyrine,  atropine,  hyoscine,  hyoscya- 
mine,  arsenic,  digitalis,  digitalis  glucosides,  mercury, 
ouabain,  strophanthin,  strychnine,  thyroid,  or  any  de- 
rivative or  preparation  of  any  such  substances,  contained 
therein :  Provided,  That  the  requirement  for  stating  the 
quantity  of  the  active  ingredients,  other  than  the  quantity 
of  those  specifically  named  in  this  paragraph,  shall  apply 
only  to  prescription  drugs;  and  (B)  for  any  prescrip- 
tion drug  the  established  name  of  such  drug  or  ingredi- 
ent, as  the  case  may  be,  on  such  label  (and  on  any 
labeling  on  which  a  name  for  such  drug  or  ingredient  is 
used)  is  printed  prominently  and  in  type  at  least  half 
as  large  as  that  used  thereon  for  any  proprietary  name 
or  designation  for  such  drug  or  ingredient:  and  Pro- 
vided, That  to  the  extent  that  compliance  with  the  re- 
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quirements  of  clause  (A)  (ii)  or  clause  (B)  of  this  sub- 
paragraph is  impracticable,  exemptions  shall  be  estab- 
lished by  regulations  promulgated  by  the  Secretary. 

(2)  If  it  is  a  device  and  it  has  an  established  name, 
unless  its  label  bears,  to  the  exclusion  of  any  other  non- 
proprietary name,  its  established  name  (as  defined  in 
subparagraph  (4) )  prominently  printed  in  type  at  least 
half  as  large  as  that  used  thereon  for  any  proprietary 
name  or  designation  for  such  device,  except  that  to  the 
extent  compliance  with  the  requirements  of  this  subpara- 
graph is  impracticable,  exemptions  shall  be  established 
by  regulations  promulgated  by  the  Secretary. 

(3)  As  used  in  subparagraph  (1) ,  the  term  "established 
name",  with  respect  to  a  drug  or  ingredient  thereof, 
means  (A)  the  applicable  official  name  designated  pur- 
suant to  section  508,  or  (B)  if  there  is  no  such  name  and 
such  drug,  or  such  ingredient,  is  an  article  recognized  in 
an  official  compendium,  then  the  official  title  thereof  in 
such  compendium,  or  (C)  if  neither  clause  (A)  nor 
clause  (B)  of  this  subparagraph  applies,  then  the  com- 
mon or  usual  name,  if  any,  of  such  drug  or  of  such  in- 
gredient: Provided  further,  That  where  clause  (B)  of 
this  subparagraph  applies  to  an  article  recognized  in  the 
United  States  Pharmacopeia  and  in  the  Homeopathic 
Pharmacopeia  under  different  official  titles,  the  official 
title  used  in  the  United  States  Pharmacopeia  shall  apply 
unless  it  is  labeled  and  offered  for  sale  as  a  homeopathic 
drug,  in  which  case  the  official  title  used  in  the  Homeo- 
pathic Pharmacopeia  shall  apply. 

(4)  As  used  in  subparagraph  (2) ,  the  term  "established 
name"  with  respect  to  a  device  means  (A)  the  applicable 
official  name  of  the  device  designated  pursuant  to  section 
508,  (B)  if  there  is  no  such  name  and  such  device  is  an 
article  recognized  in  an  official  compendium,  then  the  of- 
ficial title  thereof  in  such  compendium,  or  (C)  if  neither 
clause  (A)  nor  clause  (B)  of  this  subparagraph  applies, 
then  any  common  or  usual  name  of  such  device. 

(f)  Unless  its  labeling  bears  (1)  adequate  directions 
for  use;  and  (2)  such  adequate  warnings  against  use  in 
those  pathological  conditions  or  by  children  where  its  use 
may  be  dangerous  to  health,  or  against  unsafe  dosage  or 
methods  or  duration  of  administration  or  application  ?  in 
such  manner  and  form,  as  are  necessary  for  the  protection 
of  users :  Provided,  That  where  any  requirement  of  clause 
(1)  of  this  paragraph,  as  applied  to  any  drug  or  device, 
is  not  necessary  for  the  protection  of  the  public  health, 
the  Secretary  shall  promulgate  regulations  exempting 
such  drug  or  device  from  such  requirement. 

(g)  If  it  purports  to  be  a  drug  the  name  of  which  is 
recognized  in  an  official  compendium,  unless  it  is  pack- 
aged and  labeled  as  prescribed  therein :  Provided,  That 
the  method  of  packing  may  be  modified  with  the  consent 
of  the  Secretary.  Whenever  a  drug  is  recognized  in  both 
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the  United  States  Pharmacopeia  and  the  Homeopathic 
Pharmacopeia  of  the  United  States,  it  shall  be  subject  to 
the  requirements  of  the  United  States  Pharmacopeia  with 
respect  to  packaging,  and  labeling  unless  it  is  labeled 
and  offered  for  sale  as  a  homeopathic  drug,  in  which  case 
it  shall  be  subject  to  the  provisions  of  the  Homeopathic 
Pharmacopeia  of  the  United  States,  and  not  to  those  of 
the  United  States  Pharmacopeia:  Provided  further, 
That,  in  the  event  of  inconsistency  between  the  require- 
ments of  this  paragraph  and  those  of  paragraph  (e)  as 
to  the  name  by  which  the  drug  or  its  ingredients  shall  be 
designated,  the  requirements  of  paragraph  (e)  shall 
prevail. 

(h)  If  it  has  been  found  by  the  Secretary  to  be  a  drug 
liable  to  deterioration,  unless  it  is  packaged  in  such  form 
and  manner,  and  its  label  bears  a  statement  of  such  pre- 
cautions, as  the  Secretary  shall  by  regulations  require  as 
necessary  for  the  protection  of  the  public  health.  No  such 
regulation  shall  be  established  for  any  drug  recognized 
in  an  official  conpendium  until  the  Secretary  shall  have 
informed  the  appropriate  body  charged  with  the  revision 
of  such  compendium  of  the  need  for  such  packaging  or 
labeling  requirements  and  such  body  shall  have  failed 
within  a  reasonable  time  to  prescribe  such  requirements. 

(i)  (1)  If  it  is  a  drug  and  its  container  is  so  made, 
formed,  or  filled  as  to  be  misleading;  or  (2)  if  it  is  an 
imitation  of  another  drug;  or  (3)  if  it  is  offered  for  sale 
under  the  name  of  another  drug. 

( j )  If  it  is  dangerous  to  health  when  used  in  the  dosage 
or  manner  •  or  with  the  frequency  or  duration  prescribed, 
recommended,  or  suggested  in  the  labeling  thereof. 

(k)  If  it  is,  or  purports  to  be,  or  is  represented  as  a 
drug  composed  wholly  or  partly  of  insulin,  unless  (1)  it 
is  from  a  batch  with  respect  to  which  a  certificate  or 
release  has  been  issued  pursuant  to  section  506,  and  (2) 
such  certificate  or  release  is  in  effect  with  respect  to  such 
drug. 

(1)  If  it  is,  or  purports  to  be,  or  is  represented  as  a 
drug  (except  a  drug  for  use  in  animals  other  than  man) 
composed  wholly  or  partly  of  any  kind  of  penicillin, 
streptomycin,  chlortetracycline,  chloramphenicol,  baci- 
tracin, or  any  other  antibiotic  drug,  or  any  derivative 
thereof,  unless  (1)  it  is  from  a  batch  with  respect  to 
which  a  certificate  or  release  has  been  issued  pursuant  to 
section  507,  and  (2)  such  certificate  or  release  is  in  effect 
with  respect  to  such  drug:  Provided,  That  this  para- 
graph shall  not  apply  to  any  drug  or  class  of  drugs 
exempted  by  regulations  promulgated  under  section  507 
(c)  or  (d). 

(m)  If  it  is  a  color  additive  the  intended  use  of  which 
is  for  the  purpose  of  coloring  only,  unless  its  packaging 
and  labeling  are  in  conformity  with  such  packaging  and 
labeling  requirements  applicable  to  such  color  additive, 
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as  may  be  contained  in  regulations  issued  under  section 
706. 

(n)  In  the  case  of  any  prescription  drug  distributed 
or  offered  for  sale  in  any  State,  unless  the  manufacturer, 
packer,  or  distributor  thereof  includes  in  all  advertise- 
ments and  other  descriptive  printed  matter  issued  or 
caused  to  be  issued  by  the  manufacturer,  packer,  or  dis- 
tributor with  respect  to  that  drug  a  true  statement  of  (1) 
the  established  name  as  defined  in  section  502(e) ,  printed 
prominently  and  in  type  at  least  half  as  large  as  that 
used  for  any  trade  or  brand  name  thereof,  (2)  the  for- 
mula showing  quantitatively  each  ingredient  of  such  drug 
to  the  extent  required  for  labels  under  section  502(e), 
and  (3)  such  other  information  in  brief  summary  relat- 
ing to  side  effects,  contraindications,  and  effectiveness  as 
shall  be  required  in  regulations  which  shall  be  issued  by 
the  Secretary  in  accordance  with  the  procedure  specified 
in  section  701(e)  of  this  Act:  Provided,  That  (A)  except 
in  extraordinary  circumstances,  no  regulation  issued  un- 
der this  paragraph  shall  require  prior  approval  by  the 
Secretary  of  the  content  of  any  advertisement,  and  (B) 
no  advertisement  of  a  prescription  drug,  published  after 
the  effective  date  of  regulations  issued  under  this  para- 
graph applicable  to  advertisements  of  prescription  drugs, 
shall,  with  respect  to  the  matters  specified  in  this  para- 
graph or  covered  by  such  regulations,  be  subject  to  the 
provisions  of  sections  12  through  17  of  the  Federal  Trade 
Commission  Act,  as  amended  (15  U.S.C.  52-57).  This 
paragraph  (n)  shall  not  be  applicable  to  any  printed 
matter  which  the  Secretary  determines  to  be  labeling  as 
defined  in  section  201  (m)  of  this  Act. 

(o)  If  it  was  manufactured,  prepared,  propagated, 
compounded,  or  processed  in  an  establishment  in  any 
State  not  duly  registered  under  section  510,  if  it  was  not 
included  in  a  list  required  by  section  510(j),  if  a  notice 
or  other  information  respecting  it  was  not  provided  as 
required  by  such  section  or  section  510  (k),  or  if  it  does 
not  bear  such  symbols  from  the  uniform  system  for  iden- 
tification of  devices  prescribed  under  section  510(e)  as 
the  Secretary  by  regulation  requires. 

(p)  If  it  is  a  drug  and  its  packaging  or  labeling  is  in 
violation  of  an  applicable  regulation  issued  pursuant  to 
section  3  or  4  of  the  Poison  Prevention  Packaging  Act  of 
1970. 

(q)  In  the  case  of  any  restricted  device  distributed 
or  offered  for  sale  in  any  State,  if  (1)  its  advertising  is 
false  or  misleading  in  any  particular,  or  (2)  it  is  sold, 
distributed,  or  used  in  violation  of  regulations  prescribed 
under  section  520  (e) . 

(r)  In  the  case  of  any  restricted  device  distributed  or 
offered  for  sale  in  any  State,  unless  the  manufacturer, 
packer,  or  distributor  thereof  includes  in  all  advertise- 
ments and  other  descriptive  printed  matter  issued  or 
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caused  to  be  issued  by  the  manufacturer,  packer,  or  dis- 
tributor with  respect  to  that  device  (1)  a  true  statement 
of  the  device's  established  name  as  defined  in  section  502 
(e) ,  printed  prominently  and  in  type  at  least  half  as  large 
as  that  used  for  any  trade  or  brand  name  thereof,  and  (2) 
a  brief  statement  of  the  intended  uses  of  the  device  and 
relevant  warnings,  precautions,  side  effects,  and  contra- 
indications and,  in  the  case  of  specific  devices  made  sub- 
ject to  a  finding  by  the  Secretary  after  notice  and  oppor- 
tunity for  comment  that  such  action  is  necessary  to  protect 
the  public  health,  a  full  description  of  the  components 
of  such  device  or  the  formula  showing  quantitatively  each 
ingredient  of  such  device  to  the  extent  required  in  regu- 
lations which  shall  be  issued  by  the  Secretary  after  an 
opportunity  for  a  hearing.  Except  in  extraordinary  cir- 
cumstances, no  regulation  issued  under  this  paragraph 
shall  require  prior  approval  by  the  Secretary  of  the  con- 
tent of  any  advertisement  and  no  advertisement  of  a  re- 
stricted device,  published  after  the  effective  date  of  this 
paragraph  shall,  with  respect  to  the  matters  specified 
in  this  paragraph  or  covered  by  regulations  issued  here- 
under, be  subject  to  the  provisions  of  sections  12  through 
15  of  the  Federal  Trade  Commission  Act  (15  U.S.C.  52- 
55).  This  paragraph  shall  not  be  applicable  to  any  print- 
ed matter  which  the  Secretary  determines  to  be  labeling 
as  defined  in  section  201  (m) . 

(s)  If  it  is  a  device  subject  to  a  performance  standard 
established  under  section  514,  unless  it  bears  such  label- 
ing as  may  be  prescribed  in  such  performance  standard. 

(t)  If  it  is  a  device  and  there  was  a  failure  or  refusal 
(1)  to  comply  with  any  requirement  prescribed  under 
section  518  respecting  the  device,  or  (2)  to  furnish  any 
material  or  information  required  by  or  under  section  519 
respecting  the  device. 

EXEMPTIONS  IN   CASE   OF   DRUGS   AND  DEVICES 

Sec.  503  [353].  (a)  The  Secretary  is  hereby  directed 
to  promulgate  regulations  exempting  from  any  labeling 
or  packaging  requirement  of  this  Act  drugs  and  devices 
which  are,  in  accordance  with  the  practice  of  the  trade, 
to  be  processed,  labeled,  or  repacked  in  substantial  quan- 
tities at  establishments  other  than  those  where  originally 
processed  or  packed,  on  condition  that  such  drugs  and 
devices  are  not  adulterated  or  misbranded,  under  the 
provisions  of  this  Act  upon  removal  from  such  process- 
ing, labeling,  or  repacking  establishment. 

(b)  (1)  A  drug  intended  for  use  by  man  which — 

(A)  is  a  habit-forming  drug  to  which  section 
502(d)  applies;  or 

(B)  because  of  its  toxicity  or  other  potentiality 
for  harmful  effect,  or  the  method  of  its  use,  or  the 
collateral  measures  necessary  to  its  use,  is  not  safe 
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for  use  except  under  the  supervision  of  a  practitioner 
licensed  by  law  to  administer  such  drug ;  or 

(C)  is  limited  by  an  approved  application  under 
section  505  to  use  under  the  professional  supervision 
of  a  practitioner  licensed  by  law  to  administer  such 
drug; 
shall  be  dispensed  only  (i)  upon  a  written  prescription 
of  a  practitioner  licensed  by  law  to  administer  such  drug, 
or  (li)  upon  an  oral  prescription  of  such  practitioner 
which  is  reduced  promptly  to  writing  and  filed  by  the 
pharmacist,  or  (iii)  by  refilling  any  such  written  or  oral 
prescription  if  such  refilling  is  authorized  by  the  pre- 
scriber  either  in  the  original  prescription  or  by  oral  order 
which  is  reduced  promptly  to  writing  and  filed  by  the 
pharmacist.  The  act  of  dispensing  a  drug  contrary  to 
the  provisions  of  this  paragraph  shall  be  deemed  to  be 
an  act  which  results  in  the  drug  being  misbranded  while 
held  for  sale. 

(2)  Any  drug  dispensed  by  filling  or  refilling  a  writ- 
ten or  oral  prescription  of  a  practitioner  licensed  by  law 
to  administer  such  drug  shall  be  exempt  from  the  require- 
ments of  section  502,  except  paragraphs  (a),  (i)  (2)  and 
(3),  (k),  and  (1),  and  the  packaging  requirements  of 
paragraphs  (g),  (h),  and  (p),  if  the  drug  bears  a  label 
containing  the  name  and  address  of  the  dispenser,  the 
serial  number  and  date  of  the  prescription  or  of  its  filling, 
the  name  of  the  prescriber,  and,  if  stated  in  the  prescrip- 
tion, the  name  of  the  patient,  and  the  directions  for  use 
and  cautionary  statements,  if  any,  contained  in  such 
prescription.  This  exemption  shall  not  apply  to  any  drug 
dispensed  in  the  course  of  the  conduct  of  a  business  of 
dispensing  drugs  pursuant  to  diagnosis  by  mail,  or  to  a 
drug  dispensed  in  violation  of  paragraph  (1)  of  this 
subsection. 

(3)  The  Secretary  may  by  regulation  remove  drugs 
subject  to  section  502 (&)  and  section  505  from  the  re- 
quirements of  paragraph  (1)  of  this  subsection  when 
such  requirements  are  not  necessary  for  the  protection 
of  the  public  health. 

(4)  A  drug  which  is  subject  to  paragraph  (1)  of  this 
subsection  shall  be  deemed  to  be  misbranded  if  at  any 
time  prior  to  dispensing  its  label  fails  to  bear  the  state- 
ment "Caution :  Federal  law  prohibits  dispensing  with- 
out prescription."  A  drug  to  which  paragraph  (1)  of  this 
subsection  does  not  apply  shall  be  deemed  to  be  mis- 
branded if  at  any  time  prior  to  dispensing  its  label  bears 
the  caution  statement  quoted  in  the  preceding  sentence. 

(5)  Nothing  in  this  subsection  shall  be  construed  to 
relieve  any  person  from  any  requirement  prescribed  by 
or  under  authority  of  law  with  respect  to  drugs  now 
included  or  which  may  hereafter  be  included  within  the 
classifications  stated  in  section  3220  of  the  Internal 
Revenue  Code  (26  U.S.C.  3220),  or  to  marihuana  as 
defined  in  section  3238(b)  of  the  Internal  Revenue  Code 
(26  U.S.C.  3238(b)). 
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NEW  DRUGS 

Sec.  505  1  [355].  (a)  No  person  shall  introduce  or  de- 
liver for  introduction  into  interstate  commerce  any  new 
drug,  unless  an  approval  of  an  application  filed  pursuant 
to  subsection  (b)  is  effective  with  respect  to  such  drug. 

(b)  Any  person  may  file  with  the  Secretary  an  appli- 
cation with  respect  to  any  drug  subject  to  the  provisions 
of  subsection  (a).  Such  persons  shall  submit  to  the 
Secretary  as  a  part  of  the  application  (1)  full  reports 
of  investigations -which  have  been  made  to  show  whether 
or  not  such  drug  is  safe  for  use  and  whether  such  drug 
is  effective  in  use;  (2)  a  full  list  of  the  articles  used  as 
components  of  such  drug;  (3)  a  full  statement  of  the 
composition  of  such  drug;  (4)  a  full  description  of  the 
methods  used  in,  and  the  facilities  and  controls  used  for, 
the  manufacture,  processing,  and  packing  of  such  drug ; 

(5)  such  samples  of  such  drug  and  of  the  articles  used 
as  components  thereof  as  the  Secretary  may  require ;  and 

(6)  specimens  of  the  labeling  proposed  to  be  used  for 
such  drug. 

(c)  Within  one  hundred  and  eighty  days  after  the 
filing  of  an  application  under  this  subsection,  or  such 

1  The  application  of  this  section  as  amended  by  the  Drug  Amendments 
of  1962  (P.L.  87-781)  is  stated  as  follows  by  sec.  107(c)  of  that  Act: 

[Sec.  107]  (c)  (1)  As  used  in  this  subsection  the  term  "enactment  date" 
means  the  date  of  enactment  of  this  Act  [October  10,  1962]  ;  and  the 
term  "basic  Act"  means  the  Federal  Food,  Drug,  and  Cosmetic  Act. 

(2)  An  application  filed  pursuant  to  section  505(b)  of  the  basic  Act 
which  was  "effective"  within  the  meaning  of  that  Act  on  the  day  immedi- 
ately preceding  the  enactment  date  shall  be  deemed,  as  of  the  enactment 
date,  to  be  an  application  "approved"  by  the  Secretary  within  the  mean- 
ing of  the  basic  Act  as  amended  by  this  Act. 

(3)  In  the  case  of  any  drug  with  respect  to  which  an  application  filed 
under  section  505(b)  of  the  basic  Act  is  deemed  to  be  an  approved  applica- 
tion on  the  enactment  date  by  virtue  of  paragraph  (2)  of  this  subsection — 

(A)  the  amendments  made  by  this  Act  to  section  201  (p),  and  to 
subsections  (b)  and  (d)  of  section  505.  of  the  basic  Act,  insofar  as 
such  amendments  relate  to  the  effectiveness  of  drugs,  shall  not,  so 
long  as  approval  of  such  application  is  not  withdrawn  or  suspended 

fmrsuant  to  section  505(e)  of  that  Act,  apply  to  such  drug  when 
ntended  solely  for  use  under  conditions  prescribed,  recommended,  or 
suggested  in  labeling  covered  by  such  approved  application,  but  shall 
apply  to  any  changed  use,  or  conditions  of  use.  prescribed,  recom 
mended,  or  suggested  in  its  labeling,  including  such  conditions  of  use 
as  are  the  subject  of  an  amendment  or  supplement  to  such  application 
pending  on,  or  filed  after,  the  enactment  date  ;  and 

(B)  clause  (3)  of  the  first  sentence  of  section  505(e)  of  the  basic 
Act.  as  amended  by  this  Act,  shall  not  apply  to  such  drug  when  in- 
tended solely  for  use  under  conditions  prescribed,  recommended,  or 
suggested  in  labeling  covered  by  such  approved  application  (except 
with  respect  to  such  use.  or  conditions  of  use,  as  are  the  subject  of 
an  amendment  or  supplement  to  such  approved  application,  which 
amendment  or  supplement  has  been  approved  after  the  enactment 
date  under  section  505  of  the  basic  Act  as  amended  by  this  Act)  until 
whichever  of  the  following  first  occurs:  (i)  the  expiration  of  the 
two-year  period  beginning  with  the  enactment  date;  (ii)  the  effective 
date  of  an  order  under  section  505(e)  of  the  basic  Act,  other  than 
clause  (3)  of  the  first  sentence  of  such  section  505(e),  withdrawing 
or  suspending  the  approval  of  such  application. 

(4)  In  the  case  of  any  drug  which,  on  the  day  immediately  preceding 
the  enactment  date,  (A)  was  commercially  used  or  sold  in  the  United 
States,  (B)  was  not  a  new  drug  as  defined  by  section  201  (p)  of  the  basic 
Act  as  then  in  force,  and  (C)  was  not  covered  by  an  effective  application 
under  section  505  of  that  Act,  the  amendments  to  section  201  (p)  made 
by  this  Act  shall  not  apply  to  such  drug  when  Intended  solely  for  use 
under  conditions  prescribed,  recommended,  or  suggested  in  labeling  with 
respect  to  such  drug  on  that  day. 
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additional  period  as  may  be  agreed  upon  by  the  Secre- 
tary and  the  applicant,  the  Secretary  shall  either — 

(1)  approve  the  application  if  he  then  finds  that 
none  of  the  grounds  for  denying  approval  specified 
in  subsection  (d)  applies,  or 

(2)  give  the  applicant  notice  of  an  opportunity 
for  a  hearing  before  the  Secretary  under  subsection 
(d)  on  the  question  whether  such  application  is 
approvable.  If  the  applicant  elects  to  accept  the 
opportunity  for  hearing  by  written  request  within 
thirty  days  after  such  notice,  such  hearing  shall 
commence  not  more  than  ninety  days  after  the  ex- 
piration of  such  thirty  days  unless  the  Secretary 
and  the  applicant  otherwise  agree.  Any  such  hear- 
ing shall  thereafter  be  conducted  on  an  expedited 
basis  and  the  Secretary's  order  thereon  shall  be 
issued  within  ninety  days  after  the  date  fixed  by 
the  Secretary  for  filing  final  briefs. 

(d)  If  the  Secretary  finds,  after  due  notice  to  the 
applicant  in  accordance  with  subsection  (c)  and  giving 
him  an  opportunity  for  a  hearing,  in  accordance  with 
said  subsection,  that  (1)  the  investigations,  reports  of 
which  are  required  to  be  submitted  to  the  Secretary  pur- 
suant to  subsection  (b),  do  not  include  adequate  tests 
by  all  methods  reasonably  applicable  to  show  whether 
or  not  such  drug  is  safe  for  use  under  the  conditions 
prescribed,  recommended,  or  suggested  in  the  proposed 
labeling  thereof;  (2)  the  results  of  such  tests  show  that 
such  drug  is  unsafe  for  use  under  such  conditions  or  do 
not  show  that  such  drug  is  safe  for  use  under  such 
conditions;  (3)  the  methods  used  in,  and  the  facilities 
and  controls  used  for,  the  manufacture,  processing,  and 
packing  of  such  drug  are  inadequate  to  preserve  its 
identity,  strength,  quality,  and  purity;  (4)  upon  the 
basis  of  the  information  submitted  to  him  as  part  of  the 
application,  or  upon  the  basis  of  any  other  information 
before  him  with  respect  to  such  drug,  he  has  insufficient 
information  to  determine  whether  such  drug  is  safe  for 
use  under  such  conditions;  or  (5)  evaluated  on  the  basis 
of  the  information  submitted  to  him  as  part  of  the  appli- 
cation and  any  other  information  before  him  with  respect 
to  such  drug,  there  is  a  lack  of  substantial  evidence  that 
the  drug  will  have  the  effect  it  purports  or  is  represented 
to  have  under  the  conditions  of  use  prescribed,  recom- 
mended, or  suggested  in  the  proposed  labeling  thereof ; 
or  (6)  based  on  a  fair  evaluation  of  all  material  facts, 
such  labeling  is  false  or  misleading  in  any  particular ;  he 
shall  issue  an  order  refusing  to  approve  the  application. 
If,  after  such  notice  and  opportunity  for  hearing,  the 
Secretary  finds  that  clauses  (1)  through  (6)  do  not  ap- 
ply, he  shall  issue  an  order  approving  the  application. 
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As  used  in  this  subsection  and  subsection  (e),  the  term 
"substantial  evidence"  means  evidence  consisting  of  ade- 
quate and  well-controlled  investigations,  including  clini- 
cal investigations,  by  experts  qualified  by  scientific 
training  and  experience  to  evaluate  the  effectiveness  of 
the  drug  involved,  on  the  basis  of  which  it  could  fairly 
and  responsibly  be  concluded  by  such  experts  that  the 
drug  will  have  the  effect  it  purports  or  is  represented 
to  have  under  the  conditions  of  use  prescribed,  recom- 
mended, or  suggested  in  the  labeling  or  proposed  label- 
ing thereof. 

(e)  The  Secretary  shall,  after  due  notice  and  oppor- 
tunity for  hearing  to  the  applicant,  withdraw  approval 
of  an  application  with  respect  to  any  drug  under  this 
section  if  the  Secretary  finds  (1)  that  clinical  or  other 
experience,  tests,  or  other  scientific  data  show  that  such 
drug  is  unsafe  for  use  under  the  conditions  of  use  upon 
the  basis  of  which  the  application  was  approved;  (2) 
that  new  evidence  of  clinical  experience,  not  contained  in 
such  application  or  not  available  to  the  Secretary  until 
after  such  application  was  approved,  or  tests  by  new 
methods,  or  tests  by  methods  not  deemed  reasonably  ap- 
plicable when  such  application  was  approved,  evaluated 
together  with  the  evidence  available  to  the  Secretary 
when  the  application  was  approved,  shows  that  such  drug 
is  not  shown  to  be  safe  for  use  under  the  conditions  oi 
use  upon  the  basis  of  which  the  application  was  ap- 
proved; or  (3)  on  the  basis  of  new  information  before 
him  with  respect  to  such  drug,  evaluated  together  with 
the  evidence  available  to  him  when  the  application  was 
approved,  that  there  is  a  lack  of  substantial  evidence 
that  the  drug  will  have  the  effect  it  purports  or  is  repre- 
sented to  have  under  the  conditions  of  use  prescribed, 
recommended,  or  suggested  in  the  labeling  thereof;  or 
(4)  that  the  application  contains  any  untrue  statement 
of  a  material  fact :  Provided,  That  if  the  Secretary  (or 
in  his  absence  the  officer  acting  as  Secretary)  finds  that 
there  is  an  imminent  hazard  to  the  public  health,  he  may 
suspend  the  approval  of  such  application  immediately, 
and  give  the  applicant  prompt  notice  of  his  action  and 
afford  the  applicant  the  opportunity  for  an  expedited 
hearing  under  this  subsection;  but  the  authority  con- 
ferred T>y  this  proviso  to  suspend  the  approval  of  an  ap- 
plication shall  not  be  delegated.  The  Secretary  may  also, 
after  due  notice  and  opportunity  for  hearing  to  the  ap- 
plicant, withdraw  the  approval  of  an  application  with 
respect  to  any  drug  under  this  section  if  the  Secretary 
finds  (1)  that  the  applicant  has  failed  to  establish  a  sys- 
tem for  maintaining  required  records,  or  has  repeatedly 
or  deliberately  failed  to  maintain  such  records  or  to 
make  required  reports,  in  accordance  with  a  regulation 
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or  order  under  subsection  (j)  or  to  comply  with  the 
notice  requirements  of  section  510 (j)  (2),  or  the  appli- 
cant has  refused  to  permit  access  to,  or  copying  or  verifi- 
cation of,  such  records  as  required  by  paragraph  (2)  of 
such  subsection;  or  (2)  that  on  the  basis  of  new  infor- 
mation before  him,  evaluated  together  with  the  evidence 
before  him  when  the  application  was  approved,  the 
methods  used  in,  or  the  facilities  and  controls  used  for, 
the  manufacture,  processing,  and  packing  of  such  drug 
are  inadequate  to  assure  and  preserve  its  identity, 
strength,  quality,  and  purity  and  were  not  made  adequate 
within  a  reasonable  time  after  receipt  of  written  notice 
from  the  Secretary  specifying  the  matter  complained  of ; 
or  (3)  that  on  the  basis  of  new  information  before  him, 
evaluated  together  with  the  evidence  before  him  when 
the  application  was  approved,  the  labeling  of  such  drug, 
based  on  a  fair  evaluation  of  all  material  facts,  is  false 
or  misleading  in  any  particular  and  was  not  corrected 
within  a  reasonable  time  after  receipt  of  written  notice 
from  the  Secretary  specifying  the  matter  complained  of. 
Any  order  under  this  subsection  shall  state  the  findings 
upon  which  it  is  based. 

(f )  Whenever  the  Secretary  finds  that  the  facts  so  re- 
quire, he  shall  revoke  any  previous  order  under  subsec- 
tion (d)  or  (e)  refusing,  withdrawing,  or  suspending 
approval  of  an  application  and  shall  approve  such  ap- 
plication or  reinstate  such  approval,  as  may  be  appro- 
priate. 

(g)  Orders  of  the  Secretary  issued  under  this  section 
shall  be  served  (1)  in  person  by  any  officer  or  employee 
of  the  Department  designated  by  the  Secretary  or  (2) 
by  mailing  the  order  by  registered  mail  or  by  certified 
mail  addressed  to  the  applicant  or  respondent  at  his  last- 
known  address  in  the  records  of  the  Secretary. 

(h)  x  An  appeal  may  be  taken  by  the  applicant  from 
an  order  of  the  Secretary  refusing  or  withdrawing  ap- 
proval of  an  application  under  this  section.  Such  appeal 
shall  be  taken  by  filing  in  the  United  States  court  of  ap- 

Eeals  for  the  circuit  wherein  such  applicant  resides  or 
as  his  principal  place  of  business,  or  in  the  United 
States  Court  of  Appeals  for  the  District  of  Columbia 
Circuit,  within  sixty  days  after  the  entry  of  such  order, 
a  written  petition  praying  that  the  order  of  the  Secretary 
be  set  aside.  A  copy  of  such  petition  shall  be  forthwith 
transmitted  by  the  clerk  of  the  court  to  the  Secretary,  or 
any  officer  designated  by  him  for  that  purpose,  and 
thereupon  the  Secretary  shall  certify  and  file  in  the 
court  the  record  upon  which  the  order  complained  of  was 
entered,  as  provided  in  section  2112  of  title  28,  United 

1  This  amendment  shall  not  apply  to  any  appeal  taken  prior  to  the  date 
Of  enactment  of  the  Drug  Amendments  of  1962,  enacted  Oct,  10,  1962. 
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States  Code.  Upon  the  filing  of  such  petition  such  court 
shall  have  exclusive  jurisdiction  to  affirm  or  set  aside 
such  order,  except  that  until  the  filing  of  the  record  the 
Secretary  may  modify  or  set  aside  his  order.  No  objec- 
tion to  the  order  of  the  Secretary  shall  be  considered  by 
the  court  unless  such  objection  shall  have  been  urged  be- 
fore the  Secretary  or  unless  there  were  reasonable  grounds 
for  failure  so  to  do.  The  finding  of  the  Secretary  as  to 
the  facts,  if  supported  by  substantial  evidence,  shall  be 
conclusive.  If  any  person  shall  apply  to  the  court  for 
leave  to  adduce  additional  evidence,  and  shall  show  to 
the  satisfaction  of  the  court  that  such  additional  evidence 
is  material  and  that  there  were  reasonable  grounds  for 
failure  to  adduce  such  evidence  in  the  proceeding  before 
the  Secretary,  the  court  may  order  such  additional  evi- 
dence to  be  taken  before  the  Secretary  and  to  be  adduced 
upon  the  hearing  in  such  manner  and  upon  such  terms 
and  conditions  as  to  the  court  may  seem  proper.  The 
Secretary  may  modify  his  findings  as  to  the  facts  by 
reason  of  the  additional  evidence  so  taken,  and  he  shall 
file  with  the  court  such  modified  findings  which,  if  sup- 

Eorted  by  substantial  evidence,  shall  be  conclusive,  and 
is  recommendation,  if  any,  for  the  setting  aside  of  the 
original  order.  The  judgment  of  the  court  affirming  or 
setting  aside  any  such  order  of  the  Secretary  shall  be 
final,  subject  to  review  by  the  Supreme  Court  of  the 
United  States  upon  certiorari  or  certification  as  provided 
in  section  1254  of  title  28  of  the  United  States  Code.  The 
commencement  of  proceedings  under  this  subsection 
shall  not,  unless  specifically  ordered  by  the  court  to  the 
contrary,  operate  as  a  stay  of  the  Secretary's  order. 

(i)  The  Secretary  shall  promulgate  regulations  for 
exempting  from  the  operation  of  the  foregoing  subsec- 
tions of  this  section  drugs  intended  solely  for  investiga- 
tional use  by  experts  qualified  by  scientific  training  and 
experience  to  investigate  the  safety  and  effectiveness  of 
drugs.  Such  regulations  may,  within  the  discretion  of 
the  Secretary,  among  other  conditions  relating  to  the  pro- 
tection of  the  public  health,  provide  for  conditioning 
such  exemption  upon — 

(1)  the  submission  to  the  Secretary,  before  any 
clinical  testing  of  a  new  drug  is  undertaken,  of  re- 
ports, by  the  manufacturer  or  the  sponsor  of  the  in- 
vestigation of  such  drug,  or  preclinical  tests  (includ- 
ing tests  on  animals)  of  such  drug  adequate  to  jus- 
tify the  proposed  clinical  testing ; 

(2)  The  manufacturer  or  the  sponsor  of  the  in- 
vestigation of  a  new  drug  proposed  to  be  distributed 
to  investigators  for  clinical  testing  obtaining  a 
signed  agreement  from  each  of  such  investigators 
that  patients  to  whom  the  drug  is  administered  will 
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be  under  his  personal  supervision,  or  under  the  su- 
pervision of  investigators  responsible  to  him,  and 
that  he  will  not  supply  such  drug  to  any  other  in- 
vestigator, or  to  clinics,  for  administration  to  human 
beings ;  and 

(3)  the  establishment  and  maintenance  of  such 
records,  and  the  making  of  such  reports  to  the  Secre- 
tary, by  the  manufacturer  or  the  sponsor  of  the  in- 
vestigation of  such  drug,  of  data  (including  but  not 
limited  to  analytical  reports  by  investigators)  ob- 
tained as  the  result  of  such  investigational  use  of 
such  drug,  as  the  Secretary  finds  will  enable  him  to 
evaluate  the  safety  and  effectiveness  of  such  drug 
in  the  event  of  the  filing  of  an  application  pursuant 
to  subsection  (b). 

Such  regulations  shall  provide  that  such  exemption  shall 
be  conditioned  upon  the  manufacturer,  or  the  sponsor 
of  the  investigation,  requiring  that  experts  using  such 
drugs  for  investigational  purposes  certify  to  such  manu- 
facturer or  sponsor  that  they  will  inform  any  human  be- 
ings to  whom  such  drugs,  or  any  controls  used  in  connec- 
tion therewith,  are  being  administered,  or  their  represent- 
atives, that  such  drugs  are  being  used  for  investigational 
purposes  and  will  obtain  the  consent  of  such  human  be- 
ings or  their  representatives,  except  where  they  deem  it 
not  feasible  or,  in  their  professional  judgment,  contrary 
to  the  best  interests  of  such  human  beings.  Nothing  in 
this  subsection  shall  be  construed  to  require  any  clinical 
investigator  to  submit  directly  to  the  Secretary  reports 
on  the  investigational  use  of  drugs. 

(j)  (1)  In  the  case  of  any  drug  for  which  an  approval 
of  an  application  filed  pursuant  to  this  section  is  in  effect, 
the  applicant  shall  establish  and  maintain  such  records, 
and  make  such  reports  to  the  Secretary,  of  data  relating 
to  clinical  experience  and  other  data  or  information,  re- 
ceived or  otherwise  obtained  by  such  applicant  with 
respect  to  such  drug,  as  the  Secretary  may  by  general 
regulation,  or  by  order  with  respect  to  such  application, 
prescribe  on  the  basis  of  a  finding  that  such  records  and 
reports  are  necessary  in  order  to  enable  the  Secretary 
to  determine,  or  facilitate  a  determination,  whether  there 
is  or  may  be  ground  for  invoking  subsection  (e)  of  this 
section :  Provided,  however,  That  regulations  and  orders 
issued  under  this  subsection  and  under  subsection  (i) 
shall  have  due  regard  for  the  professional  ethics  of  the 
medical  profession  and  the  interests  of  patients  and  shall 
provide,  where  the  Secretary  deems  it  to  be  appropriate, 
for  the  examination,  upon  request,  by  the  persons  to 
whom  such  regulations  or  orders  are  applicable,  of  sim- 
ilar information  received  or  otherwise  obtained  by  the 
Secretary. 
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(2)  Every  person  required  under  this  section  to  main- 
tain records,  and  every  person  in  charge  or  custody  there- 
of, shall,  upon  request  of  an  officer  or  employee  desig- 
nated by  the  Secretary,  permit  such  officer  or  employee  at 
all  reasonable  times  to  have  access  to  and  copy  and  verify 
such  records. 

CERTIFICATION   OF  DRUGS   CONTAINING  INSULIN 

Sec.  506  [356].  (a)  The  Secretary  of  Health,  Educa- 
tion, and  Welfare,  pursuant  to  regulations  promulgated 
by  him,  shall  provide  for  the  certification  of  batches  of 
drugs  composed  wholly  or  partly  of  insulin.  A  batch  of 
any  such  drug  shall  be  certified  if  such  drug  has  such 
characteristics  of  identity  and  such  batch  has  such  char- 
acteristics of  strength,  quality,  and  purity,  as  the  Secre- 
tary prescribes  in  such  regulations  as  necessary  to  ade- 
quately insure  safety  and  efficacy  of  use,  but  shall  not 
otherwise  be  certified.  Prior  to  the  effective  date  of  such 
regulations  the  Secretary,  in  lieu  of  certification,  shall 
issue  a  release  for  any  batch  which,  in  his  judgment,  may 
be  released  without  risk  as  to  the  safety  and  efficacy  of  its 
use.  Such  release  shall  prescribe  the  date  of  its  expiration 
and  other  conditions  under  which  it  shall  cease  to  be 
effective  as  to  such  batch  and  as  to  portions  thereof. 

(b)  Regulations  providing  for  such  certification  shall 
contain  such  provisions  as  are  necessary  to  carry  out  the 
purposes  of  this  section,  including  provisions  prescribing 
(1)  standards  of  identity  and  of  strength,  quality,  and 
purity ;  (2)  tests  and  methods  of  assay  to  determine  com- 
pliance with  such  standards;  (3)  effective  periods  for 
certificates,  and  other  conditions  under  which  they  shall 
cease  to  be  effective  as  to  certified  batches  and  as  to  por- 
tions thereof;  (4)  administration  and  procedure;  and 
(5)  such  fees,  specified  in  such  regulations,  as  are  neces- 
sary to  provide,  equip,  and  maintain  an  adequate  certifi- 
cation service.  Such  regulations  shall  prescribe  no  stand- 
ard of  identity  or  of  strength,  quality,  or  purity  for  any 
drug  different  from  the  standard  of  identity,  strength, 
quality,  or  purity  set  forth  for  such  drug  in  an  official 
compendium. 

(c)  Such  regulations,  insofar  as  they  prescribe  tests  or 
methods  of  assay  to  determine  strength,  quality,  or  purity 
of  any  drug,  different  from  the  tests  or  methods  of  assay 
set  forth  for  such  drug  in  an  official  compendium,  shall 
be  prescribed,  after  notice  and  opportunity  for  revision 
of  such  compendium,  in  the  manner  provided  in  the  sec- 
ond sentence  of  section  501(b).  The  provisions  of  sub- 
sections (e),  (f),  and  (g)  of  section  701  shall  be  ap- 
plicable to  such  portion  of  any  regulation  as  prescribes 
any  such  different  test  or  method,  but  shall  not  be  ap- 
plicable to  any  other  portion  of  any  such  regulation, 
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CERTIFICATION    OF    ANTIBIOTICS 

Sec.  507  [357].  (a)  The  Secretary  of  Health,  Educa- 
tion, and  Welfare,  pursuant  to  regulations  promulgated 
by  him,  shall  provide  for  the  certification  of  batches  of 
drugs  (except  drugs  for  use  in  animals  other  than  man) 
composed  wholly  or  partly  of  any  kind  of  penicillin, 
streptomycin,  chlortetracycline,  chloramphenicol,  baci- 
tracin, or  any  other  antibiotic  drug,  or  any  derivative 
thereof.  A  batch  of  any  such  drug  shall  be  certified  if  such 
drug  has  such  characteristics  of  identity  and  such  batch 
has  such  characteristics  of  strength,  quality,  and  purity, 
as  the  Secretary  prescribes  in  such  regulations  as  neces- 
sary to  adequately  insure  safety  and  efficacy  of  use,  but 
shall  not  otherwise  be  certified.  Prior  to  the  effective  date 
of  such  regulations  the  Secretary,  in  lieu  of  certification, 
shall  issue  a  release  for  any  batch  which,  in  his  judg- 
ment, may  be  released  without  risk  as  to  the  safety  and 
efficacy  of  its  use.  Such  release  shall  prescribe  the  date 
of  its  expiration  and  other  conditions  under  which  it 
shall  cease  to  be  effective  as  to  such  batch  and  as  to  por- 
tions thereof.  For  purposes  of  this  section  and  of  section 
502(1),  the  term  "antibiotic  drug"  means  any  drug  in- 
tended for  use  by  man  containing  any  quantity  of  any 
chemical  substance  which  is  produced  by  a  micro- 
organism and  which  has  the  capacity  to  inhibit  or  destroy 
micro-organisms  in  dilute  solution  (including  the  chemi- 
cally synthesized  equivalent  of  any  such  substance). 

(b)  Kegulations  providing  for  such  certifications  shall 
contain  such  provisions  as  are  necessary  to  carry  out  the 
purposes  of  this  section,  including  provisions  prescribing 
(1)  standards  of  identity  and  of  strength,  quality,  and 
purity;  (2)  tests  and  methods  of  assay  to  determine  com- 
pliance with  such  standards;  (3)  effective  periods  for 
certificates,  and  other  conditions  under  which  they  shall 
cease  to  be  effective  as  to  certified  batches  and  as  to  por- 
tions thereof;  (4)  administration  and  procedure;  and 
(5)  such  fees,  specified  in  such  regulations,  as  are  neces- 
sary to  provide,  equip,  and  maintain  an  adequate  certifi- 
cation service.  Such  regulations  shall  prescribe  only  such 
tests  and  methods  of  assay  as  will  provide  for  certifica- 
tion or  rejection  within  the  shortest  time  consistent  with 
the  purposes  of  this  section. 

(c)  Whenever  in  the  judgment  of  the  Secretary,  the 
requirements  of  this  section  and  of  section  502(1)  with 
respect  to  any  drug  or  class  of  drugs  are  not  necessary 
to  insure  safety  and  efficacy  of  use,  the  Secretary  shall 
promulgate  regulations  exempting  such  drug  or  class 
of  drugs  from  such  requirements.  In  deciding  whether 
an  antibiotic  drug,  or  class  of  antibiotic  drugs,  is  to 
be  exempted  from  the  requirement  of  certification  the 
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Secretary  shall  give  consideration,  among  other  relevant 
factors,  to — 

(1)  whether  such  drug  or  class  of  drugs  is  manu- 
factured by  a  person  who  has,  or  hereafter  shall  have, 
produced  fifty  consecutive  batches  of  such  drug  or 
class  of  drugs  in  compliance  with  the  regulations 
for  the  certification  thereof  within  a  period  of  not 
more  than  eighteen  calendar  months,  upon  the  appli- 
cation by  such  person  to  the  Secretary ;  or 

(2)  whether  such  drug  or  class  of  drugs  is  manu- 
factured by  any  person  who  has  otherwise  demon- 
strated such  consistency  in  the  production  of  such 
drug  or  class  of  drugs,  in  compliance  with  the  regula- 
tions for  the  certification  thereof,  as  in  the  judgment 
of  the  Secretary  is  adequate  to  insure  the  safety  and 
efficacy  of  use  thereof. 

When  an  antibiotic  drug  or  a  drug  manufacturer  has  been 
exempted  from  the  requirement  of  certification,  the  manu- 
facturer may  still  obtain  certification  of  a  batch  or  batches 
of  that  drug  if  he  applies  for  and  meets  the  requirements 
for  certification.  Nothing  in  this  Act  shall  be  deemed  to 
prevent  a  manufacturer  or  distributor  of  an  antibiotic 
drug  from  making  a  truthful  statement  in  labeling  or 
advertising  of  the  product  as  to  whether  it  has  been  cer- 
tified or  exempted  from  the  requirement  of  certification, 
(d)  The  Secretary  shall  promulgate  regulations  ex- 
empting from  any  requirement  of  this  section  and  of  sec- 
tion 502(1),  (1)  drugs  which  are  to  be  stored,  processed, 
labeled,  or  repacked  at  establishments  other  than  those 
where  manufactured,  on  condition  that  such  drugs  comply 
with  all  such  requirements  upon  removal  from  such  estab- 
lishments; (2)  drugs  which  conform  to  applicable  stand- 
ards of  identity,  strength,  quality,  and  purity  prescribed 
by  these  regulations  and  are  intended  for  use  in  manu- 
facturing other  drugs;  and  (3)  drugs  which  are  intended 
solely  for  investigational  use  by  experts  qualified  by 
scientific  training  and  experience  to  investigate  the  safety 
and  efficacy  of  drugs.  Such  regulations  may,  within  the 
discretion  of  the  Secretary,  among  other  conditions  relat- 
ing to  the  protection  of  the  public  health,  provide  for 
conditioning  the  exemption  under  clause  (3)  upon — 

(1)  the  submission  to  the  Secretary,  before  any 
clinical  testing  of  a  new  drug  is  undertaken,  of 
reports,  by  the  manufacturer  or  the  sponsor  of  the 
investigation  of  such  drug,  of  preclinical  tests  (in- 
cluding tests  on  animals)  of  such  drug  adequate  to 
justify  the  proposed  clinical  testing; 

(2)  the  manufacturer  or  the  sponsor  of  the  investi- 
gation of  a  new  drug  proposed  to  be  distributed  to 
investigators  for  clinical  testing  obtaining  a  signed 
agreement  from  each  of  such  investigators  that 
patients  to  whom  the  drug  is  administered  will  be 
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under  his  personal  supervision,  or  under  the  super- 
vision of  investigators  responsible  to  him,  and  that 
he  will  not  supply  such  drug  to  any  other  investi- 
gator, or  to  clinics,  for  administration  to  human 
beings ;  and 

(3)  the  establishment  and  maintenance  of  such 
records,  and  the  making  of  such  reports  to  the  Secre- 
tary, by  the  manufacturer  or  the  sponsor  of  the  in- 
vestigation of  such  drug,  of  data  (including  but  not 
limited  to  analytical  reports  by  investigators)  ob- 
tained as  the  result  of  such  investigational  use  of  such 
drug,  as  the  Secretary  finds  will  enable  him  to  evalu- 
ate the  safety  and  effectiveness  of  such  drug  in  the 
event  of  the  filing  of  an  application  for  certification 
or  release  pursuant  to  subsection  ( a) . 

Such  regulations  shall  provide  that  such  exemption  shall 
be  conditioned  upon  the  manufacturer,  or  the  sponsor  of 
the  investigation,  requiring  that  experts  using  such  drugs 
for  investigational  purposes  certify  to  such  manufacturer 
or  sponsor  that  they  will  inform  any  human  beings  to 
whom  such  drugs,  or  any  controls  used  in  connection 
therewith,  are  being  administered,  or  their  representa- 
tives, that  such  drugs  are  being  used  for  investigational 
purposes  and  will  obtain  the  consent  of  such  human 
beings  or  their  representatives,  except  where  they  deem 
it  not  feasible  or,  in  their  professional  judgment,  contrary 
to  the  best  interests  of  such  human  beings.  Nothing  in 
this  subsection  shall  be  construed  to  require  any  clinical 
investigator  to  submit  directly  to  the  Secretary  reports 
on  the  investigational  use  of  drugs. 

(e)  No  drug  which  is  subject  to  section  507  shall  be 
deemed  to  be  subject  to  any  provision  of  section  505  ex- 
cept a  new  drug  exempted  from  the  requirements  of  this 
section  and  of  section  502(1)  pursuant  to  regulations 
promulgated  by  the  Secretary :  Provided,  That,  for  pur- 
poses of  section  505,  the  initial  request  for  certification, 
as  thereafter  duly  amended,  pursuant  to  section  507,  of  a 
new  drug  so  exempted  shall  be  considered  a  part  of  the 
application  filed  pursuant  to  section  505(b)  with  respect 
to  the  person  filing  such  request  and  to  such  drug  as  of 
the  date  of  the  exemption.  Compliance  of  any  drug  sub- 
ject to  section  502(1)  or  507  with  section  501(b)  and 
M)2  (g)  shall  be  determined  by  the  application  of  the 
standards  of  strength,  quality,  and  purity,  the  tests  and 
methods  of  assay,  and  the  requirements  of  packaging, 
and  labeling,  respectively,  prescribed  by  regulations  pro- 
mulgated under  section  507. 

(f )  Any  interested  person  may  file  with  the  Secretary 
a  petition  proposing  the  issuance,  amendment,  or  repeal 
of  any  regulation  contemplated  by  this  section.  The  peti- 
tion shall  set  forth  the  proposal  in  general  terms  and 
shall  state  reasonable  grounds  therefor.  The  Secretary 
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shall  give  public  notice  of  the  proposal  and  an  oppor- 
tunity for  all  interested  persons  to  present  their  views 
thereon,  orally  or  in  writing,  and  as  soon  as  practicable 
thereafter  shall  make  public  his  action  upon  such  pro- 
posal. At  any  time  prior  to  the  thirtieth  day  after  such 
action  is  made  public  any  interested  person  may  file 
objections  to  such  action,  specifying  with  particularity 
the  changes  desired,  stating  reasonable  grounds  therefor, 
and  requesting  a  public  hearing  upon  such  objections. 
The  Secretary  shall  thereupon,  after  due  notice,  hold  such 
public  hearing.  As  soon  as  practicable  after  completion 
of  the  hearing,  the  Secretary  shall  by  order  make  public 
his  action  on  such  objections.  The  Secretary  shall  base 
his  order  only  on  substantial  evidence  of  record  at  the 
hearing  and  shall  set  forth  as  part  of  the  order  detailed 
findings  of  fact  on  which  the  order  is  based.  The  order 
shall  be  subject  to  the  provision  of  section  701  (f)  and 

(g)  (1)  Every  person  engaged  in  manufacturing,  com- 
pounding, or  processing  any  drug  within  the  purview  of 
this  section  with  respect  to  which  a  certificate  or  release 
has  been  issued  pursuant  to  this  section  shall  establish 
and  maintain  such  records,  and  make  such  reports  to  the 
Secretary,  of  data  relating  to  clinical  experience  and 
other  data  or  information,  received  or  otherwise  obtained 
by  such  person  with  respect  to  such  drug,  as  the  Secre- 
tary may  by  general  regulation,  or  by  order  with  respect 
to  such  certification  or  release,  prescribe  on  the  basis  of  a 
finding  that  such  records  and  reports  are  necessary  in 
order  to  enable  the  Secretary  to  make,  or  to  facilitate,  a 
determination  as  to  whether  such  certification  or  release 
should  be  rescinded  or  whether  any  regulation  issued 
under  this  section  should  be  amended  or  repealed :  Pro- 
vided, however,  That  regulations  and  orders  issued  under 
this  subsection  and  under  clause  (3)  of  subsection  (d) 
shall  have  due  regard  for  the  professional  ethics  of  the 
medical  profession  and  the  interests  of  patients  and  shall 
provide,  where  the  Secretary  deems  it  to  be  appropriate, 
for  the  examination,  upon  request,  by  the  persons  to 
whom  such  regulations  or  orders  are  applicable,  of  simi- 
lar information  received  or  otherwise  obtained  by  the 
Secretary. 

(2)  Every  person  required  under  this  section  to  main- 
tain records,  and  every  person  having  charge  or  custody 
thereof,  shall,  upon  request  of  an  officer  or  employee 
designated  by  the  Secretary,  permit  such  officer  or  em- 
ployee at  all  reasonable  times  to  have  access  to  and  copy 
and  verify  such  records. 

(h)  In  the  case  of  a  drug  for  which,  on  the  day  imme- 
diately preceding  the  effective  date  of  this  subsection, 
a  prior  approval  of  an  application  under  section  505  had 
not  been  withdrawn  under  section  505(e),  the  initial 
issuance  of  regulations  providing  for  certification  or 
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exemption  of  such  drug  under  this  section  507  shall,  with 
respect  to  the  conditions  of  use  prescribed,  recommended, 
or  suggested  in  the  labeling  covered  by  such  application, 
not  be  conditioned  upon  an  affirmative  finding  of  the 
efficacy  of  such  drug.  Any  subsequent  amendment  or 
repeal  of  such  regulations  so  as  no  longer  to  provide  for 
such  certification  or  exemption  on  the  ground  of  a  lack 
of  efficacy  of  such  drug  for  use  under  such  conditions  of 
use  may  be  effected  only  on  or  after  that  effective  date  of 
clause  (3)  of  the  first  sentence  of  section  505(e)  which 
would  be  applicable  to  such  drug  under  such  conditions 
of  use  if  such  drug  were  subject  to  section  505(e),  and 
then  only  if  (1)  such  amendment  or  repeal  is  made  in 
accordance  with  the  procedure  specified  in  subsection  (f ) 
of  this  section  (except  that  such  amendment  or  repeal 
may  be  initiated  either  by  a  proposal  of  the  Secretary  or 
by  a  petition  of  any  interested  person)  and  (2)  the  Sec- 
retary finds,  on  the  basis  of  new  information  with  respect 
to  such  drug  evaluated  together  with  the  information 
before  him  when  the  application  under  section  505  became 
effective  or  was  approved,  that  there  is  a  lack  of  substan- 
tial evidence  (as  defined  in  section  505  (d) )  that  the  drug 
has  the  effect  it  purports  or  is  represented  to  have  under 
such  conditions  of  use. 

AUTHORITY  TO  DESIGNATE  OFFICIAL  NAMES 

Sec.  508  [358].  (a)  The  Secretary  may  designate  an 
official  name  for  any  drug  or  device  if  he  determines  that 
such  action  is  necessary  or  desirable  in  the  interest  of 
usefulness  and  simplicity.  Any  official  name  designated 
under  this  section  for  any  drug  or  device  shall  be  the 
only  official  name  of  that  drug  or  device  used  in  any 
official  compendium  published  after  such  name  has  been 
prescribed  or  for  any  other  purpose  of  this  Act.  In  no 
event,  however,  shali  the  Secretary  establish  an  official 
name  so  as  to  infringe  a  valid  trademark. 

(b)  Within  a  reasonable  time  after  the  effective  date 
of  this  section,  and  at  such  other  times  as  he  may  deem 
necessary,  the  Secretary  shall  cause  a  review  to  be  made 
of  the  official  names  by  which  drugs  are  identified  in  the 
official  United  States  Pharmacopeia,  the  official  Homeo- 
pathic Pharmacopeia  of  the  United  States,  and  the  official 
National  Formulary,  and  all  supplements  thereto,  and 
at  such  times  as  he  may  deem  necessary  shall  cause  a  re- 
view to  be  made  of  the  official  names  by  which  devices  are 
identified  in  any  official  compendium  (and  all  supple- 
ments thereto)  to  determine  whether  revision  of  any  of 
those  names  is  necessary  or  desirable  in  the  interest  of 
usefulness  and  simplicity. 

(c)  Whenever  he  determines  after  any  such  review  that 
(1)  any  such  official  name  is  unduly  complex  or  is  not 
useful  for  any  other  reason,  (2)  two  or  more  official 
names  have  been  applied  to  a  single  drug  or  device,  or  to 
two  or  more  drugs  which  are  identical  in  chemical  struc- 
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ture  and  pharmacological  action  and  which  are  substan- 
tially identical  in  strength,  quality,  and  purity,  or  to  two 
or  more  devices  which  are  substantially  equivalent  in 
design  and  purpose  or  (3)  no  official  name  has  been 
applied  to  a  medically  useful  drug  or  device,  he  shall 
transmit  in  writing  to  the  compiler  of  each  official  com- 
pendium in  which  that  drug  or  drugs  or  device  are 
identified  and  recognized  his  request  for  the  recommen- 
dation of  a  single  official  name  for  such  drug  or  drugs  or 
device  which  will  have  usefulness  and  simplicity.  When- 
ever such  a  single  official  name  has  not  been  recom- 
mended within  one  hundred  and  eighty  days  after  such 
request,  or  the  Secretary  determines  that  any  name  so 
recommended  is  not  useful  for  any  reason,  he  shall  desig- 
nate a  single  official  name  for  such  drug  or  drugs  or 
device.  Whenever  he  determines  that  the  name  so  recom- 
mended is  useful,  he  shall  designate  that  name  as  the 
official  name  of  such  drug  or  drugs  or  device.  Such 
designation  shall  be  made  as  a  regulation  upon  public 
notice  and  in  accordance  with  the  procedure  set  forth  in 
section  4  of  the  Administrative  Procedure  Act  (5  U.S.C. 
1003). 

(d)  After  each  such  review,  and  at  such  other  times 
as  the  Secretary  may  determine  to  be  necessary  or  desir- 
able, the  Secretary  shall  cause  to  be  compiled,  published, 
and  publicly  distributed  a  list  which  shall  list  all  revised 
official  names  of  drugs  or  devices  designated  under  this 
section  and  shall  contain  such  descriptive  and  explana- 
tory matter  as  the  Secretary  may  determine  to  be  required 
for  the  effective  use  of  those  names. 

(e)  Upon  a  request  in  writing  by  any  compiler  of  an 
official  compendium  that  the  Secretary  exercise  the  au- 
thority granted  to  him  under  section  508(a),  he  shall 
upon  public  notice  and  in  accordance  with  the  procedure 
Bet  forth  in  section  4  of  the  Administrative  Procedure 
Act  (5  U.S.C.  1003)  designate  the  official  name  of  the 
drug  or  device  for  which  tie  request  is  made. 

NONAPPLICABILITY  TO  COSMETICS 

Sec.  509  [359] .  This  chapter,  as  amended  by  the  Drug 
Amendments  of  1962,  shall  not  apply  to  any  cosmetic 
unless  such  cosmetic  is  also  a  drug  or  device  or  compo- 
nent thereof. 

REGISTRATION    OF    PRODUCERS    OF    DRUGS  AND    DEVICES1 

Sec.  510  [360].  (a)  As  used  in  this  section — 


1  The  purpose  of  section  510  was  stated  In  sec.  301  of  P.L.  82-781  as 
follows : 

"Sec.  301.  The  Congress  hereby  finds  and  declares  that  In  order  to  make 
regulation  of  Interstate  commerce  In  drugs  effective,  It  is  necessary  to 
provide  for  registration  and  inspection  of  all  establishments  in  which 
drugs  are  manufactured,  prepared,  propagated,  compounded,  or  proc- 
essed ;  that  the  products  of  all  such  establishments  are  likely  to  enter 
the  channels  of  interstate  commerce  and  directly  affect  such  commerce ; 
and  that  the  regulation  of  interstate  commerce  in  drugs  without  provi- 
sion for  registration  and  inspection  of  establishments  that  may  be  en- 
gaged only  in  intrastate  commerce  in  such  drugs  would  discriminate 
against  and  depress  interstate  commerce  in  such  drugs,  and  adversely 
burden,  obstruct,  and  affect  such  Interstate  commerce." 
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(1)  the  term  "manufacture,  preparation,  propa- 
gation, compounding,  or  processing"  shall  include 
repackaging  or  otherwise  changing  the  container, 
wrapper,  or  labeling  of  any  drug  package  or  device 
package  in  furtherance  of  the  distribution  of  the 
drug  or  device  from  the  original  place  of  manufac- 
ture to  the  person  who  makes  final  delivery  or  sale 
to  the  ultimate  consumer  or  user ;  and 

(2)  the  term  "name"  shall  include  in  the  case  of  a 
partnership  the  name  of  each  partner  and,  in  the 
case  of  a  corporation,  the  name  of  each  corporate 
officer  and  director,  and  the  State  of  incorporation. 

(b)  On  or  before  December  31  of  each  year  every 
person  who  owns  or  operates  any  establishment  in  any 
State  engaged  in  the  manufacture,  preparation,  propaga- 
tion, compounding,  or  processing  of  a  drug  or  drugs  or  a 
device  or  devices  shall  register  with  the  Secretary  his 
name,  places  of  business,  and  all  such  establishments. 

(c)  Every  person  upon  first  engaging  in  the  manufac- 
ture, preparation,  propagation,  compounding,  or  process- 
ing of  a  drug  or  drugs  or  a  device  or  devices  in  any  estab- 
ment  which  he  owns  or  operates  in  any  State  shall 
immediately  register  with  the  Secretary  his  name,  place 
of  business,  and  such  establishment. 

(ch  Every  person  duly  registered  in  accordance  with 
the  foregoing  subsections  of  this  section  shall  immedi- 
ately register  with  the  Secretary  any  additional  estab- 
lishment which  he  owns  or  operates  in  any  State  and  in 
which  he  begins  the  manufacture,  preparation,  propaga- 
tion, compounding,  or  processing  of  a  drug  or  drugs  or  a 
device  or  devices. 

(e)  The  Secretary  may  assign  a  registration  number 
to  any  person  or  any  establishment  registered  in  accord- 
ance with  this  section.  The  Secretary  may  also  assign  a 
listing  number  to  each  drug  or  class  of  drugs  listed  under 
subsection  (j).  Any  number  assigned  pursuant  to  the 
preceding  sentence  shall  be  the  same  as  that  assigned 
pursuant  to  the  National  Drug  Code.  The  Secretary  may 
by  regulation  prescribe  a  uniform  system  for  the  identi- 
fication of  devices  intended  for  human  use  and  may 
require  that  persons  who  are  required  to  list  such  devices 
pursuant  to  subsection  (j)  shall  list  such  devices  in  ac- 
cordance with  such  system. 

(f)  The  Secretary  shall  make  available  for  inspec- 
tion, to  any  person  so  requesting,  any  registration  filed 
pursuant  to  this  section;  except  that  any  list  submitted 
pursuant  to  paragraph  (3)  of  subsection  (j)  and  the  in- 
formation accompanying  any  list  or  notice  filed  under 
paragraph  (1)  or  (2)  of  that  subsection  shall  be  ex- 
empt from  such  inspection  unless  the  Secretary  finds 
that  such  an  exemption  would  be  inconsistent  with  pro- 
tection of  the  public  health. 
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(g)  The  foregoing  subsections  of  this  section  shall  not 
apply  to — 

(1)  pharmacies  which  maintain  establishments  in 
conformance  with  any  applicable  local  laws  regulat- 
ing the  practice  of  pharmacy  and  medicine  and 
which  are  regularly  engaged  in  dispensing  prescrip- 
tion drugs  or  devices,  upon  prescriptions  of  practi- 
tioners licensed  to  administer  such  drugs  or  devices 
to  patients  under  the  care  of  such  practitioners  in 
the  course  of  their  professional  practice,  and  which 
do  not  manufacture,  prepare,  propagate,  compound, 
or  process  drugs  or  devices  for  sale  other  than  in  the 
regular  course  of  their  business  of  dispensing  or  sell- 
ing drugs  or  devices  at  retail ; 

(2)  practitioners  licensed  by  law  to  prescribe  or 
administer  drugs  or  devices  and  who  manufacture, 
prepare,  propagate,  compound,  or  process  drugs  or 
devices  solely  for  use  in  the  course  of  their  profes- 
sional practice; 

(3)  persons  who  manufacture,  prepare,  propagate, 
compound,  or  process  drugs  or  devices  solely  for  use 
in  research,  teaching,  or  chemical  analysis  and  not 
for  sale ; 

(4)  such  other  classes  of  persons  as  the  Secretary 
may  by  regulation  exempt  from  the  application  of 
this  section  upon  a  finding  that  registration  by  such 
classes  of  persons  in  accordance  with  this  section  is 
not  necessary  for  the  protection  of  the  public  health. 

(h)  Every  establishment  in  any  State  registered  with 
the  Secretary  pursuant  to  this  section  shall  be  subject ;to 
inspection  pursuant  to  section  704  and  every  such  estab- 
lishment engaged  in  the  manufacture,  propagation,  com- 
pounding, or  processing  of  a  drug  or  drugs  or  of  a  device 
or  devices  classified  in  class  II  or  III  shall  be  so  in- 
spected by  one  or  more  officers  or  employees  duly  desig- 
nated by  the  Secretary  at  least  once  in  the  2-year 
period  beginning  with  the  date  of  registration  of  such 
establishment  pursuant  to  this  section  and  at  least  once 
in  every  successive  2-year  period  thereafter. 

(i)  Any  establishment  within  any  foreign  country  en- 
gaged in  the  manufacture,  preparation,  propagation, 
compounding,  or  processing  of  a  drug  or  drugs  or  a  de- 
vice or  devices,  shall  be  permitted  to  register  under  this 
section  pursuant  to  regulations  promulgated  by  the  Sec- 
retary. Such  regulations  shall  require  such  establishment 
to  provide  the  information  required  by  subsection  (j) 
and  shall  require  such  establishment  to  provide  infor- 
mation required  by  subsection  (j)  in  the  case  of  a  device 
or  devices  and  shall  include  provisions  for  registration 
of  any  such  establishment  upon  condition  that  adequate 
and  effective  means  are  available,  by  arrangement  with 
the  government  of  such  foreign  country  or  otherwise,  to 
enable  the  Secretary  to  determine  from  time  to  time 
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whether  drugs  or  devices  manufactured,  prepared, 
propagated,  compounded,  or  processed  in  such  establish- 
ment, if  imported  or  offered  for  import  into  the  United 
States,  shall  be  refused  admission  on  any  of  the  grounds 
set  forth  in  section  801  (a)  of  this  Act. 

(j)(l)  Every  person  who  registers  with  the  Secre- 
tary under  subsection  (b),  (c),  or  (d)  shall,  at  the  time 
of  registration  under  any  such  subsection,  file  with  the 
Secretary  a  list  of  all  drugs  and  a  list  of  all  devices  and 
a  brief  statement  of  the  basis  for  believing  that  each 
device  included  in  the  list  is  a  device  rather  than  a  drug 
(with  each  drug  and  device  in  each  list  listed  by  its  estab- 
lished name  (as  defined  in  section  502(e))  and  by  any 
proprietary  name)  which  are  being  manufactured,  pre- 
pared, propagated,  compounded,  or  processed  by  him  for 
commercial  distribution  and  which  he  has  not  included 
in  any  list  of  drugs  or  devices  filed  by  him  with  the  Sec- 
retary under  this  paragraph  or  paragraph  (2)  before 
such  time  of  registration.  Such  list  shall  be  prepared  in 
such  form  and  manner  as  the  Secretary  may  prescribe 
and  shall  be  accompanied  by — 

(A)  in  the  case  of  a  drug  contained  in  the  applic- 
able list  and  subject  to  section  505,  506,  507,  or  512, 
or  a  device  intended  for  human  use  contained  in  the 
applicable  list  with  respect  to  which  a  performance 
standard  has  been  established  under  section  514  or 
which  is  subject  to  section  515,  a  reference  to  the 
authority  for  the  marketing  of  such  drug  or  device 
and  a  copy  of  all  labeling  for  such  drug  or  device ; 

(B)  in  the  case  of  any  other  drug  or  device  con- 
tained in  an  applicable  list — 

(i)  which  drug  is  subject  to  section  503  (b)  (1) , 
or  which  device  is  a  restricted  device,  a  copy  of 
all  labeling  for  such  drug  or  device,  a  repre- 
sentative sampling  of  advertisements  for  such 
drug  or  device,  and,  upon  request  made  by  the 
Secretary  for  good  cause,  a  copy  of  all  adver- 
tisements for  a  particular  drug  product  or  de- 
vice, or 

(ii)  Which  drug  is  not  subject  to  section 
503(b)(1)  or  which  device  is  not  a  restricted 
device,  the  label  and  package  insert  for  such 
drug  or  device  and  a  representative  sampling 
of  any  other  labeling  for  such  drug  or  device ;  < 

(C)  in  the  case  of  any  drug  contained  in  an  appli- 
cable list  which  is  described  in  subparagraph  (B) ,  a 
quantitative  listing  of  its  active  ingredient  or  ingre- 
dients, except  that  with  respect  to  a  particular  drug 
product  the  Secretary  may  require  the  submission  of 
a  quantitative  listing  of  all  ingredients  if  he  finds 
that  such  submission  is  necessary  to  carry  out  the 
purposes  of  this  Act ;  and 
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(D)   if  the  registrant  filing  a  list  has  determined 
that  a  particular  drug  product  or  device  contained 
in  such  list  is  not  subject  to  section  505,  506,  507,  or 
512,  or  the  particular  device  contained  in  such  list  is 
not  subject  to  a  performance  standard  established 
under  section  514  or  to  section  515  or  is  not  a  re- 
stricted device,  a  brief  statement  of  the  basis  upon 
which  the  registrant  made  such  determination  if  the 
Secretary  requests  such  a  statement  with  respect  to 
that  particular  drug  product  or  device. 
(2)    Each  person  who  registers  with  the  Secretary 
under  this  section  shall  report  to  the  Secretary  once  dur- 
ing the  month  of  June  of  each  year  and  once  during  the 
month  of  December  of  each  year  the  following  informa- 
tion: 

(A)  A  list  of  each  drug  or  device  introduced  by 
the  registrant  for  commercial  distribution  whicn 
has  not  been  included  in  any  list  previously  filed  by 
him  with  the  Secretary  under  this  subparagraph  or 
paragraph  (1)  of  this  subsection.  A  list  under  this 
subparagraph  shall  list  a  drug  or  device  by  its  estab- 
lished name  (as  defined  in  section  502(e))  and  by 
any  proprietary  name  it  may  have  and  shall  be  ac- 
companied by  the  other  information  required  by 
paragraph  (1). 

(B)  If  since  the  date  the  registrant  last  made  a 
report  under  this  paragraph  (or  if  he  has  not  made 
a  report  under  this  paragraph,  since  the  effective 
date  of  this  subsection)  he  has  discontinued  the 
manufacture,  preparation,  propagation,  compound- 
ing, or  processing  for  commercial  distribution  of  a 
drug  or  device  included  in  a  list  filed  by  him  under 
subparagraph  (A)  or  paragraph  (1) ;  notice  of  such 
discontinuance,  the  date  of  such  discontinuance,  and 
the  identity  (by  established  name  (as  defined  in  sec- 
tion 502(e) )  and  by  any  proprietary  name)  of  such 
drug  or  device. 

(C)  If  since  the  date  the  registrant  reported  pur- 
suant to  subparagraph  (B)  a  notice  of  discontinu- 
ance he  has  resumed  the  manufacture,  preparation, 
propagation,  compounding,  or  processing  for  com- 
mercial distribution  of  the  drug  or  device  with  re- 
spect to  which  such  notice  of  discontinuance  was 
reported ;  notice  of  such  resumption,  the  date  of  such 
resumption,  the  identity  of  such  drug  or  device  (by 
established  name  (as  defined  in  section  502(e))  and 
by  any  proprietary  name),  and  the  other  informa- 
tion required  by  paragraph  (1),  unless  the  regis- 
trant has  previously  reported  such  resumption  to 
the  Secretary  pursuant  to  this  subparagraph. 

(D)  Any  material  change  in  any  information  pre- 
viously submitted  pursuant  to  this  paragraph  or 
paragraph  (1). 


67 

(3)  The  Secretary  may  also  require  each  registrant 
under  this  section  to  submit  a  list  of  each  drug  product 
which  (A)  the  registrant  is  manufacturing,  preparing, 
propagating,  compounding,  or  processing  for  commer- 
cial distribution,  and  (B)  contains  a  particular  ingredi- 
ent. The  Secretary  may  not  require  the  submission  of 
such  a  list  unless  he  has  made  a  finding  that  the  sub- 
mission of  such  a  list  is  necessary  to  carry  out  the  pur- 
poses of  this  Act. 

(k)  Each  person  who  is  required  to  register  under  this 
section  and  who  proposes  to  begin  the  introduction  or 
delivery  for  introduction  into  interstate  commerce  for 
commercial  distribution  of  a  device  intended  for  human 
use  shall,  at  least  ninety  days  before  making  such  intro- 
duction or  delivery,  report  to  the  Secretary  (in  such  form 
and  manner  as  the  Secretary  shall  by  regulation 
prescribe)  — 

(1)  the  class  in  which  the  device  is  classified 
under  section  513  or  if  such  person  determines  that 
the  device  is  not  classified  under  such  section,  a 
statement  of  that  determination  and  the  basis  for 
such  person's  determination  that  the  device  is  or  is 
not  so  classified,  and 

(2)  action  taken  by  such  person  to  comply  with 
requirements  under  section  514  or  515  which  are 
applicable  to  the  device. 

Sec.511.1  *  *  * 

new  animal  drugs 

Sec.  512  [360] .2  (a)  (1)  A  new  animal  drug  shall,  with 
respect  to  any  particular  use  or  intended  use  of  such  drug, 

i  Sec.  511  repealed  by  sec.  701  of  P.L.  91-513. 

■  Sec.  108  of  P.L.  90-399,  which  added  sec.  512,  provides  the  following 
effective  date  and  rules  of  application  : 

Sec.  108.  (a)  [Effective  date  Aug.  1,  1969.] 

(b)(1)  As  used  In  this  subsection,  the  term  "effective  date"  means 
the  effective  date  specified  in  subsection  (a)  of  this  section;  the  term 
"basic  Act"  means  the  Federal  Food,  Drug,  and  Cosmetic  Act ;  and 
other  terms  used  both  in  this  section  and  the  basic  Act  shall  have  the 
same  meaning  as  they  have,  or  had,  at  the  time  referred  to  in  the  con- 
text, under  the  basic  Act. 

(2)  Any  approval,  prior  to  the  effective  date,  of  a  new  animal  drug 
or  of  an  animal  feed  bearing  or  containing  a  new  animal  drug,  whether 
granted  by  approval  of  a  new-drug  application,  master  file,  antibiotic 
regulation,  or  food  additive  resrulation.  shall  continue  in  effect,  and 
shall  be  subject  to  change  in  accordance  with  the  provisions  of  the 
basic  Act  as  amended  by  this  Act. 

(3)  In  the  case  of  any  drug  (other  than  a  drug  subject  to  section 
512 (n)  of  the  basic  Act  as  amended  by  this  Act)  intended  for  use  in 
animals  other  than  man  which,  on  October  9,  1962,  (A)  was  commer- 
cially used  or  sold  in  the  United  States.  (B)  was  not  a  new  drug  as 
defined  by  section  201  (p)  of  the  basic  Act  as  then  in  force,  and  (C) 
was  not  covered  bv  an  effective  application  under  section  505  of  that 
Act,  the  words  "effectiveness"  and  "effective"  contained  in  section  201 
(w)  as  added  by  this  Act  to  the  basic  Act  shall  not  apply  to  such  drug 
when  intended  solely  for  use  under  conditions  prescribed,  recom- 
mended, or  suggested  in  labeling  with  respect  to  such  drug  on  that  day. 

(4)  Regulations  providing  for  fees  (and  advance  deposits  to  cover 
fees)  which  on  the  day  preceding  the  effective  date  applicable  under 
subsection  (a)  of  this  section  were  in  effect  pursuant  to  section  507 
of  the  basic  Act  shall,  except  as  the  Secretary  may  otherwise  pre- 
scribe, be  deemed  to  apply  also  under  section  512  (n)  of  the  basic  Act, 
and  approDriatlons  of  fees  (and  of  advance  deposits  to  cover  fees) 
available  for  the  purposes  specified  in  such  section  507  as  in  effect 
prior  to  the  effective  date  shall  also  be  available  for  the  purposes 
specified  in  section  512 (n),  including  preparatory  work  or  proceed- 
ings prior  to  that  date, 


68 

be  deemed  unsafe  for  the  purposes  of  section  501(a)  (5) 
and  section  402(a)  (2)  (D)  unless — 

(A)  there  is  in  effect  an  approval  of  an  applica- 
tion filed  pursuant  to  subsection  (b)  of  this  section 
with  respect  to  such  use  or  intended  use  of  such 
drug, 

(B)  such  drug,  its  labeling,  and  such  use  conform 
to  such  approved  application,  and 

(C)  in  the  case  of  a  new  animal  drug  subject  to 
subsection  (n)  of  this  section  and  not  exempted 
therefrom  by  regulations  it  is  from  a  batch  with 
respect  to  which  a  certificate  or  release  issued 
pursuant  to  subsection  (n)  is  in  effect  with  respect 
to  such  drug. 

A  new  animal  drug  shall  also  be  deemed  unsafe  for 
such  purposes  in  the  event  of  removal  from  the  estab- 
lishment of  a  manufacturer,  packer,  or  distributor  of 
such  drug  for  use  in  the  manufacture  of  animal  feed  in 
any  State  unless  at  the  time  of  such  removal  such  manu- 
facturer, packer,  or  distributor  has  an  unrevoked  written 
statement  from  the  consignee  of  such  drug,  or  notice 
from  the  Secretary,  to  the  effect  that,  with  respect  to 
the  use  of  such  drug  in  animal  feed,  such  consignee — 
(i)  is  the  holder  of  an  approved  application 
under  subsection  (m)   of  this  section;  or 

(ii)  will,  if  the  consignee  is  not  a  user  of  the  drug, 
ship  such  drug  only  to  a  holder  of  an  approved 
application  under  subsection  (m)  of  this  section. 

(2)  An  animal  feed  bearing  or  containing  a  new 
animal  drug  shall,  with  respect  to  any  particular  use  or 
intended  use  of  such  animal  feed,  be  deemed  unsafe  for 
the  purposes  of  section  501(a)(6)  unless — 

(A)  there  is  in  effect  an  approval  of  an  applica- 
tion .filed  pursuant  to  subsection  (b)  of  this  section 
with  respect  to  such  drug,  as  used  in  such  animal 
feed, 

(B)  there  is  in  effect  an  approval  of  an  applica- 
tion pursuant  to  subsection  (m)  (1)  of  this  section 
with  respect  to  such  animal  feed,  and 

(C)  such  animal  feed,  its  labeling,  and  such  use 
conform  to  the  conditions  and  indications  of  use 
published  pursuant  to  subsection  (i)  of  this  section 
and  to  the  application  with  respect  thereto  approved 
under  subsection  (m)  of  this  section. 

(3)  A  new  animal  drug  or  an  animal  feed  bearing 
or  containing  a  new  animal  drug  shall  not  be  deemed 
unsafe  for  the  purposes  of  section  501(a)  (5)  or  (6)  if 
such  article  is  for  investigational  use  and  conforms  to 
the  terms  of  an  exemption  in  effect  with  respect  thereto 
under  section  512  (j ) . 

(b)  Any  person  may  file  with  the  Secretary  an  applica- 
tion with  respect  to  any  intended  use  or  uses  of  a  new 
animal  drug.  Such  person  shall  submit  to  the  Secretary 
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as  a  part  of  the  application  (1)  full  reports  of  investi- 
gations which  have  been  made  to  show  whether  or  not 
such  drug  is  safe  and  effective  for  use;  (2)  a  full  list  of 
the  articles  used  as  components  of  such  drug;  (3)  a  full 
statement  of  the  composition  of  such  drug;  (4)  a  full 
description  of  the  methods  used  in,  and  the  facilities  and 
controls  used  for,  the  manufacture,  processing,  and  pack- 
ing of  such  drug ;  ( 5 )  such  samples  of  such  drug  and  of 
the  articles  used  as  components  thereof,  of  any  animal 
feed  for  use  in  or  on  which  such  drug  is  intended, 
and  of  the  edible  portions  or  products  (before  or  after 
slaughter)  of  animals  to  which  such  drug  (directly  or 
in  or  on  animal  feed)  is  intended  to  be  administered,  as 
the  Secretary  may  require;  (6)  specimens  of  the  labeling 
proposed  to  be  used  for  such  drug,  or  in  case  such  drug 
is  intended  for  use  in  animal  feed,  proposed  labeling 
appropriate  for  such  use,  and  specimens  of  the  labeling 
for  the  drug  to  be  manufactured,  packed,  or  distributed 
by  the  applicant ;  (7)  a  description  of  practicable  methods 
for  determining  the  quantity,  if  any,  of  such  drug  in  or 
on  food,  and  any  substance  formed  in  or  on  food,  because 
of  its  use;  and  (8)  the  proposed  tolerance  or  withdrawal 
period  or  other  use  restrictions  for  such  drug  if  any 
tolerance  or  withdrawal  period  or  other  use  restrictions 
are  required  in  order  to  assure  that  the  proposed  use  of 
such  drug  will  be  safe. 

(c)  Within  one  hundred  and  eighty  days  after  the 
filing  of  an  application  pursuant  to  subsection  (b),  or 
such  additional  period  as  may  be  agreed  upon  oy  the 
Secretary  and  the  applioant,  the  Secretary  shall  either 
(1)  issue  an  order  approving  the  application  if  he  then 
finds  that  none  of  the  grounds  for  denying  approval 
specified  in  subsection  (d)  applies,  or  (2)  give  the  appli- 
cant notice  of  an  opportunity  for  a  hearing  before  the 
Secretary  under  subsection  (d)  on  the  question  whether 
such  application  is  appro vable.  If  the  applicant  elects  to 
accept  the  opportunity  for  a  hearing  by  written  request 
within  thirty  days  after  such  notice,  such  hearing  shall 
commence  not  more  than  ninety  days  after  the  expiration 
of  such  thirty  days  unless  the  Secretary  and  the  appli- 
cant otherwise  agree.  Any  such  hearing  shall  thereafter 
be  conducted  on  an  expedited  basis  and  the  Secretary's 
order  thereon  shall  be  issued  within  ninety  days  after  the 
date  fixed  by  the  Secretary  for  filing  final  briefs. 

(d)  (1)  If  the  Secretary  finds,  after  due  notice  to  the 
applicant  in  accordance  with  subsection  (c)  and  giving 
him  an  opportunity  for  a  hearing,  in  accordance  with 
said  subsection,  that — 

(A)  the  investigations,  reports  of  which  are 
required  to  be  submitted  to  the  Secretary  pursuant 
to  subsection  (b),  do  not  include  adequate  tests  by 
all  methods  reasonably  applicable  to  show  whether 
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or  not  such  drug  is  safe  for  use  under  the  con- 
ditions prescribed,  recommended,  or  suggested  in  the 
proposed  labeling  thereof ; 

(B)  the  results  of  such  tests  show  that  such  drug 
is  unsafe  for  use  under  such  conditions  or  do  not  show 
that  such  drug  is  safe  for  use  under  such  conditions ; 

(C)  the  methods  used  in,  and  the  facilities  and 
controls  used  for,  the  manufacture,  processing,  and 
packing  of  such  drug  are  inadequate  to  preserve  its 
identity,  strength,  quality,  and  purity; 

(D)  upon  the  basis  of  the  information  submitted 
to  him  as  part  of  the  application,  or  upon  the  basis 
of  any  other  information  before  him  with  respect 
to  such  drug,  he  has  insufficient  information  to  de- 
termine whether  such  drug  is  safe  for  use  under  such 
conditions ; 

(E)  evaluated  on  the  basis  of  the  information 
submitted  to  him  as  part  of  the  application  and  any 
other  information  before  him  with  respect  to  such 
drug,  there  is  a  lack  of  substantial  evidence  that  the 
drug  will  have  the  effect  it  purports  or  is  represented 
to  have  under  the  conditions  of  use  prescribed, 
recommended,  or  suggested  in  the  proposed  labeling 
thereof ; 

(F)  upon  the  basis  of  the  information  submitted 
to  him  as  part  of  the  application  or  any  other  infor- 
mation before  him  with  respect  to  such  drug,  the 
tolerance  limitation  proposed,  if  any,  exceeds  that 
reasonably  required  to  accomplish  the  physical  or 
other  technical  effect  for  which  the  drug  is  intended ; 

(G)  based  on  a  fair  evaluation  of  all  material 
facts,  such  labeling  is  false  or  misleading  in  any 
particular ;  or 

(H)  such  drug  induces  cancer  when  ingested  by 
man  or  animal  or,  after  tests  which  are  appropriate 
for  the  evaluation  of  the  safety  of  such  drug,  induces 
cancer  in  man  or  animal,  except  that  the  foregoing 
provisions  of  this  subparagraph  shall  not  apply 
with  respect  to  such  drug  if  the  Secretary  finds  that, 
under  the  conditions  of  use  specified  m  proposed 
labeling  and  reasonably  certain  to  be  followed  in 
practice  (i)  such  drug  will  not  adversely  affect  the 
animals  for  which  it  is  intended,  and  (ii)  no  residue 
of  such  drug  will  be  found  (by  methods  of  examina- 
tion prescribed  or  approved  by  the  Secretary  by 
regulations,  which  regulations  shall  not  be  subject 
to  subsections  (c),  (d),  and  (h)), in  any  edible  por- 
tion of  such  animals  after  slaughter  or  in  any  food 
yielded  by  or  derived  from  the  living  animals ; 
he  shall  issue  an  order  refusing  to  approve  the  applica- 
tion. If,  after  such  notice  and  opportunity  for  hearing, 
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the  Secretary  finds  that  subparagraphs  (A)  through  (H) 
do  not  apply,  he  shall  issue  an  order  approving  the 
application. 

(2)  In  determining  whether  such  drug  is  safe  for  use 
under  the  conditions  prescribed,  recommended,  or  sug- 
gested in  the  proposed  labeling  thereof,  the  Secretary 
shall  consider,  among  other  relevant  factors,  (A)  the 
probable  consumption  of  such  drug  and  of  any  substance 
formed  in  or  on  food  because  of  the  use  of  such  drug, 
(B)  the  cumulative  effect  on  man  or  animal  of  such  drug, 
taking  into  account  any  chemically  or  pharmacologically 
related  substance,  (C)  safety  factors  which  in  the  opinion 
of  experts,  qualified  by  scientific  training  and  experience 
to  evaluate  the  safety  of  such  drugs,  are  appropriate  for 
the  use  of  animal  experimentation  data,  and  (D)  whether 
the  conditions  of  use  prescribed,  recommended,  or  sug- 
gested in  the  proposed  labeling  are  reasonably  certain 
to  be  followed  in  practice.  Any  order  issued  under  this 
subsection  refusing  to  approve  an  application  shall  state 
the  findings  upon  which  it  is  based. 

(3)  As  used  in  this  subsection  and  subsection  (e),  the 
term  "substantial  evidence"  means  evidence  consisting  of 
adequate  and  well-controlled  investigations,  including 
field  investigation,  by  experts  qualified  by  scientific  train- 
ing and  experience  to  evaluate  the  effectiveness  of  the 
drug  involved,  on  the  basis  of  which  it  could  fairly  and 
reasonably  be  concluded  by  such  experts  that  the  drug 
will  have  the  effect  it  purports  or  is  represented  to  have 
under  the  conditions  of  use  prescribed,  recommended,  or 
suggested  in  the  labeling  or  proposed  labeling  thereof. 

(e)  (1)  The  Secretary  shall,  after  due  notice  and 
opportunity  for  hearing  to  the  applicant,  issue  an  order 
withdrawing  approval  of  an  application  filed  pursuant 
to  subsection  (b)  with  respect  to  any  new  animal  drug 
if  the  Secretary  finds — 

(A)  that  experience  or  scientific  data  show  that 
such  drug  is  unsafe  for  use  under  the  conditions  of 
use  upon  the  basis  of  which  the  application  was 
approved ; 

(B)  that  new  evidence  not  contained  in  such  ap- 
plication or  not  available  to  the  Secretary  until 
after  such  application  was  approved,  or  tests  by 
new  methods,  or  tests  by  methods  not  deemed  rea- 
sonably applicable  when  such  application  was  ap- 
proved, evaluated  together  with  the  evidence 
available  to  the  Secretary  when  the  application  was 
approved,  shows  that  such  drug  is  not  shown  to  be 
safe  for  use  under  the  conditions  of  use  upon  the 
basis  of  which  the  application  was  approved  or  that 
subparagraph  (H)  of  paragraph  (1)  of  subsection 
(d)  applies  to  such  drug ; 

(C)  on  the  basis  of  new  information  before  him 
with  respect  to  such  drug,  evaluated  together  with 
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the  evidence  available  to  him  when  the  application 
was  approved,  that  there  is  a  lack  of  substantial 
evidence  that  such  drug  will  have  the  effect  it  pur- 
ports or  is  represented  to  have  under  the  conditions 
of  use  prescribed,  recommended,  or  suggested  in  the 
labeling  thereof; 

(D)  that  the  application  contains  any  untrue 
statement  of  a  material  fact ;  or 

(E)  that  the  applicant  has  made  any  changes  from 
the  standpoint  of  safety  or  effectiveness  beyond  the 
variations  provided  for  in  the  application  unless 
he  has  supplemented  the  application  by  filing  with 
the  Secretary  adequate  information  respecting  all 
such  changes  and  unless  there  is  in  effect  an  ap- 
proval of  the  supplemental  application.  The  supple- 
mental application  shall  be  treated  in  the  same  man- 
ner as  the  original  application. 

If  the  Secretary  (or  in  his  absence  the  officer  acting  as 
Secretary,  finds  that  there  is  an  imminent  hazard  to 
the  health  of  man  or  of  the  animals  for  which  such  drug 
is  intended,  he  may  suspend  the  approval  of  such  appli- 
cation immediately,  and  give  the  applicant  prompt 
notice  of  his  action  and  afford  the  applicant  the  oppor- 
tunity for  an  expedited  hearing  under  this  subsection; 
but  the  authority  conferred  by  this  sentence  to  suspend 
the  approval  of  an  application  shall  not  be  delegated. 

(2)  The  Secretary  may  also,  after  due  notice  and  op- 
portunity for  hearing  to  the  applicant,  issue  an  order 
withdrawing  the  approval  of  an  application  with  respect 
to  any  new  animal  drug  under  this  section  if  the  Secre- 
tary finds — 

(A)  that  the  applicant  has  failed  to  establish  a 
system  for  maintaining  required  records,  or  has  re- 
peatedly or  deliberately  failed  to  maintain  such 
records  or  to  make  required  reports  in  accordance 
with  a  regulation  or  order  under  subsection  (1),  or 
the  applicant  has  refused  to  permit  access  to,  or 
copying  or  verification  of,  such  records  as  required 
by  paragraph  (2)  of  such  subsection; 

(B)  that  on  the  basis  of  new  information  before 
him,  evaluated  together  with  the  evidence  before 
him  when  the  application  was  approved,  the  meth- 
ods used  in,  or  the  facilities  and  controls  used  for, 
the  manufacture,  processing,  and  packing  of  such 
drug  are  inadequate  to  assure  and  preserve  its  iden- 
tity, strength,  quality,  and  purity  and  were  not  made 
adequate  within  a  reasonable  time  after  receipt  of 
written  notice  from  the  Secretary  specifying  the 
matter  complained  of ;  or 

(C)  that  on  the  basis  of  new  information  before 
him,  evaluated  together  with  the  evidence  before 
him  when  the  application  was  approved,  the  label- 
ing of  such  drug,  based  on  a  fair  evaluation  of  all 
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material  facts,  is  false  or  misleading  in  any  particu- 
lar and  was  not  corrected  within  a  reasonable  time 
after  receipt  of  written  notice  from  the  Secretary 
specifying  the  matter  complained  of. 
(3)  Any  order  under  this  subsection  shall  state  the 
findings  upon  which  it  is  based. 

(f)  Whenever  the  Secretary  finds  that  the  facts  so 
require,  he  shall  revoke  any  previous  order  under  subsec- 
tion (d),  (e),or  (m)  refusing,  withdrawing,  or  suspend- 
ing approval  of  an  application  and  shall  approve  such 
application  or  reinstate  such  approval,'  as  may  be 
appropriate. 

(g)  Orders  of  the  Secretary  issued  under  this  section 
(other  than  orders  issuing,  amending,  or  repealing  regu- 
lations) shall  be  served  (1)  in  person  by  any  officer  or 
employee  of  the  department  designated  by  the  Secretary 
or  (2)  by  mailing  the  order  by  registered  mail  or  by 
certified  mail  addressed  to  the  applicant  or  respondent 
at  his  last  known  address  in  the  records  of  the  Secretary. 

(h)  An  appeal  may  be  taken  by  the  applicant  from  an 
order  of  the  Secretary  refusing  or  withdrawing  approval 
of  an  application  filed  under  subsection  (b)  or  (m)  of 
this  section.  The  provisions  of  subsection  (h)  of  section 
505  of  this  Act  shall  govern  any  such  appeal. 

(i)  When  a  new  animal  drug  application  filed  pur- 
suant to  subsection  (b)  is  approved,  the  Secretary  shall 
by  notice,  which  upon  publication  shall  be  effective  as 
a  regulation,  publish  in  the  Federal  Register  the  name 
and  address  of  the  applicant  and  the  conditions  and  in- 
dications of  use  of  the  new  animal  drug  covered  by  such 
application,  including  any  tolerance  and  withdrawal 
period  or  other  use  restrictions  and,  if  such  new  animal 
drug  is  intended  for  use  in  animal  feed,  appropriate 
purposes  and  conditions  of  use  (including  special  label- 
ing requirements)  applicable  to  any  animal  feed  for  use 
in  which  such  drug  is  approved,  and  such  other  informa- 
tion, upon  the  basis  of  which  such  application  was  ap- 
proved, as  the  Secretary  deems  necessary  to  assure  the 
safe  and  effective  use  of  such  drug.  Upon  withdrawal  of 
approval  of  such  new  animal  drug  application  or  upon 
its  suspension,  the  Secretary  shall  forthwith  revoke  or 
suspend,  as  the  case  may  be?  the  regulation  published 
pursuant  to  this  subsection  (l)  insofar  as  it  is  based  on 
the  approval  of  such  application. 

(j)  To  the  extent  consistent  with  the  public  health, 
the  Secretary  shall  promulgate  regulations  for  exempt- 
ing from  the  operation  of  this  section  new  animal  drugs, 
and  animal  feeds  bearing  or  containing  new  animal 
drugs,  intended  solely  for  investigational  use  by  experts 
qualified  by  scientific  training  and  experience  to  investi- 
gate the  safety  and  effectiveness  of  animal  drugs.  Such 
regulations  may,  in  the  discretion  of  the  Secretary,  among 
other  conditions  relating  to  the  protection  of  the  public 
health,  provide  for  conditioning  such  exemption  upon 
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the  establishment  and  maintenance  of  such  records,  and 
the  making  of  such  reports  to  the  Secretary,  by  the  manu- 
facturer or  the  sponsor  of  the  investigation  of  such  ar- 
ticle, of  data  (including  but  not  limited  to  analytical 
reports  by  investigators)  obtained  as  a  result  of  such  in- 
vestigational use  of  such  article,  as  the  Secretary  finds 
will  enable  him  to  evaluate  the  safety  and  effectiveness 
of  such  article  in  the  event  of  the  filing  of  an  application 
pursuant  to  this  section.  Such  regulations,  among  other 
things,  shall  set  forth  the  conditions  (if  any)  upon  which 
animals  treated  with  such  articles,  and  any  products  of 
such  animals  (before  or  after  slaughter),  may  be  mar- 
keted for  food  use. 

(k)  While  approval  of  an  application  for  a  new  animal 
drug  is  effective,  a  food  shall  not,  by  reason  of  bearing 
or  containing  such  drug  or  any  substance  formed  in  or 
on  the  food  because  of  its  use  in  accordance  with  such 
application  (including  the  conditions  and  indications  of 
use  prescribed  pursuant  to  subsection  (i) ) ,  be  considered 
adulterated  within  the  meaning  of  clause  (1)  of  section 
402(a). 

(1)  (1)  In  the  case  of  any  new  animal  drug  for  which 
an  approval  of  an  application  filed  pursuant  to  subsec- 
tion (b)  is  in  effect,  the  applicant  shall  establish  and 
maintain  such  records,  and  make  such  reports  to  the 
Secretary,  of  data  relating  to  experience  and  other  data 
or  information,  received  or  otherwise  obtained  by  such 
applicant  with  respect  to  such  drug,  or  with  respect  to 
animal  feeds  bearing  or  containing  such  drug,  as  the 
Secretary  may  by  general  regulation,  or  by  order  with 
respect  to  such  application,  prescribe  on  the  basis  of  a 
finding  that  such  records  and  reports  are  necessary  in 
order  to  enable  the  Secretary  to  determine,  or  facilitate 
a  determination,  whether  there  is  or  may  be  ground  for 
invoking  subsection  (e)  or  subsection  (m)  (4)  of  this 
section.  Such  regulation  or  order  shall  provide,  where 
the  Secretary  deems  it  to  be  appropriate,  for  the  exami- 
nation, upon  request,  by  the  persons  to  whom  such  regu- 
lation or  order  is  applicable,  of  similar  information 
received  or  otherwise  obtained  by  the  Secretary. 

(2)  Every  person  required  under  this  subsection  to 
maintain  records,  and  every  person  in  charge  or  custody 
thereof,  shall,  upon  request  of  an  officer  or  employee 
designated  by  the  Secretary,  permit  such  officer  or  em- 
ployee at  all  reasonable  times  to  have  access  to  and  copy 
and  verify  such  records. 

(m)  (1)  Any  person  may  file  with  the  Secretary  an 
application  with  respect  to  any  intended  use  or  uses  of 
an  animal  feed  bearing  or  containing  a  new  animal  drug. 
Such  person  shall  submit  to  the  Secretary  as  part  of  the 
application  (A)  a  full  statement  of  the  composition  of 
such  animal  feed,  (B)  an  identification  of  the  regulation 
or  regulations  (relating  to  the  new  animal  drug  or  drugs 


75 

to  be  used  in  such  feed),  published  pursuant  to  subsec- 
tion (i),  on  which  he  relies  as  a  basis  for  approval  of 
his  application  with  respect  to  the  use  of  such  drug  in 
such  feed,  (C)  a  full  description  of  the  methods  used  in, 
and  the  facilities  and  controls  used  for,  the  manufacture, 
processing,  and  packing  of  such  animal  feed,  (D)  speci- 
mens of  the  labeling  proposed  to  be  used  for  such  animal 
feed,  and  (E)  if  so  requested  by  the  Secretary,  samples 
of  such  animal  feed  or  components  thereof. 

(2)  Within  ninety  days  after  the  filing  of  an  applica- 
tion pursuant  to  subsection  (m)  (1),  or  such  additional 
period  as  may  be  agreed  upon  by  the  Secretary  and  the 
applicant,  the  Secretary  shall  either  (A)  issue  an  order 
approving  the  application  if  he  then  finds  that  none  of 
the  grounds  for  denying  approval  specified  in  paragraph 
(3)  applies,  or  (B)  give  the  applicant  notice  of  an  oppor- 
tunity for  a  hearing  before  the  Secretary  under  para- 
graph (3)  on  the  question  whether  such  application  is 
approvable.  The  procedure  governing  such  a  hearing 
shall  be  the  procedure  set  forth  in  the  last  two  sentences 
of  subsection  (c). 

(3)  If  the  Secretary,  after  due  notice  to  the  applicant 
in  accordance  with  paragraph  (2)  and  giving  him  an  op- 
portunity for  a  hearing  in  accordance  with  such  para- 
graph, finds,  on  the  basis  of  information  submitted  to 
him  as  part  of  the  app  lication  or  on  the  basis  of  any  other 
information  before  him — 

(A)  that  there  is  not  in  effect  a  regulation  under 
subsection  (i)  (identified  in  such  application)  on  the 
basis  of  which  such  application  may  be  approved ; 

(B)  that  such  animal  feed  (including  the  pro- 
posed use  of  any  new  animal  drug  therein  or  there- 
on) does  not  conform  to  an  applicable  regulation 
published  pursuant  to  subsection  (i)  referred  to  in 
the  application,  or  that  the  purposes  and  conditions 
or  indications  of  use  prescribed,  recommended,  or 
suggested  in  the  labeling  of  such  feed  do  not  conform 
to  the  applicable  purposes  and  conditions  or  indi- 
cations of  use  (including  warnings)  published  pur- 
suant to  subsection  ( i)  or  such  labeling  omits  or  fails 
to  conform  to  other  applicable  information  pub- 
lished pursuant  to  subsection  (i) ; 

(C)  that  the  methods  used  in,  and  the  facilities 
and  controls  used  for,  the  manufacture,  processing, 
and  packing  of  such  animal  feed  are  inadequate  to 
preserve  the  identity,  strength,  quality,  and  purity 
of  the  new  animal  drug  therein ;  or 

(D)  that,  based  on  a  fair  evaluation  of  all  ma- 
terial facts,  such  labeling  is  false  or  misleading  in 
any  particular  ; 

he  shall  issue  an  order  refusing  to  approve  the  applica- 
tion. If,  after  such  notice  and  opportunity  for  hearing, 
the  Secretary  finds  that  subparagraphs  (A)  through  (D) 
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do  not  apply,  he  shall  issue  an  order  approving  the  ap- 
plication. An  order  under  this  subsection  approving  an 
application  with  respect  to  an  animal  feed  bearing  or 
containing  a  new  animal  drug  shall  be  effective  only 
while  there  is  in  effect  a  regulation  pursuant  to  subsec- 
tion (i),  on  the  basis  of  which  such  application  (or  a 
supplement  thereto)  was  approved,  relating  to  the  use  of 
such  drug  in  or  on  such  feed. 

(4)  (A)  The  Secretary  shall,  after  due  notice  and  op- 
portunity for  hearing  to  the  applicant,  issue  an  order 
withdrawing  approval  of  an  application  with  respect  to 
any  animal  feed  under  this  subsection  if  the  Secretary 
finds — 

(i)  that  the  application  contains  any  untrue  state- 
ment of  a  material  fact ;  or 

(ii)  that  the  applicant  has  made  any  changes  from 
the  standpoint  of  safety  or  effectiveness  beyond  the 
variations  provided  for  in  the  application  unless  he 
has  supplemented  the  application  by  filing  with  the 
Secretary  adequate  information  respecting  all  such 
changes  and  unless  there  is  in  effect  an  approval  of 
the  supplemental  application.  The  supplemental  ap- 
plication shall  be  treated  in  the  same  manner  as  the 
original  application. 
If  the  Secretary  (or  in  his  absence  the  officer  acting  as 
Secretary)  finds  that  there  is  an  imminent  hazard  to  the 
health  of  man  or  of  the  animals  for  which  such  animal 
feed  is  intended,  he  may  suspend  the  approval  of  such 
application  immediately,  and  give  the  applicant  prompt 
notice  of  his  action  and  afford  the  applicant  the  oppor- 
tunity for  an  expedited  hearing  under  this  subsection; 
but   the    authority    conferred    by    this    sentence   shall 
not  be  delegated. 

(B)  The  Secretary  may  also,  after  due  notice  and  op- 
portunity for  hearing  to  the  applicant,  issue  an  order 
withdrawing  the  approval  of  an  application  with  respect 
to  any  animal  feed  under  this  subsection  if  the  Secretary 
finds — 

(i)  that  the  applicant  has  failed  to  establish  a  sys- 
tem for  maintaining  required  records,  or  has  repeat- 
edly or  deliberately  failed  to  maintain  such  records 
or  to  make  required  reports  in  accordance  with  a 
regulation  or  order  under  paragraph  (5)  (A)  of  this 
subsection,  or  the  applicant  has  refused  to  permit  ac- 
cess to,  or  copying  or  verification  of,  such  records 
as  required  by  subparagraph  (B)  of  such  para- 
graph; 

(ii)  that  on  the  basis  of  new  information  before 
him,  evaluated  together  with  the  evidence  before 
him  when  such  application  was  approved,  the  meth- 
ods used  in,  or  the  facilities  and  controls  used  for, 
the  manufacture,  processing,  and  packing  of  such 
animal  feed  are  inadequate  to  assure  and  preserve 
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the  identity,  strength,  quality,  and  purity  of  the  new 
animal  drug  therein,  and  were  not  made  adequate 
within  a  reasonable  time  after  receipt  of  written  no- 
tice from  the  Secretary,  specifying  the  matter  com- 
plained of ;  or 

(iii)  that  on  the  basis  of  new  information  before 
him,  evaluated  together  with  the  evidence  before 
him  when  the  application  was  approved,  the  labeling 
of  such  animal  feed,  based  on  a  fair  evaluation  of  all 
material  facts,  is  false  or  misleading  in  any  particu- 
lar and  was  not  corrected  within  a  reasonable  time 
after  receipt  of  written  notice  from  the  Secretary 
specifying  the  matter  complained  of. 
(C)  Any  order  under  paragraph  (4)  of  this  subsection 
shall  state  the  findings  upon  which  it  is  based. 

(5)  In  the  case  of  any  animal  feed  for  which  an  ap- 
proval of  an  application  filed  pursuant  to  this  subsection 
is  in  effect — 

(A)  the  applicant  shall  establish  and  maintain 
such  records,  and  make  such  reports  to  the  Secretary, 
or  (at  the  option  of  the  Secretary)  to  the  appropri- 
ate person  or  persons  holding  an  approved  applica- 
tion filed  under  subsection  (b) ,  as  the  Secretary  may 
by  general  regulation,  or  by  order  with  respect  to 
such  application,  prescribe  on  the  basis  of  a  finding 
that  such  records  and  reports  are  necessary  in  order 
to  enable  the  Secretary  to  determine,  or  facilitate  a 
determination,  whether  there  is  or  may  be  ground 
for  invoking  subsection  (e)  or  paragraph  (4)  of  this 
subsection. 

(B)  every  person  required  under  this  subsection  to 
maintain  records,  and  every  person  in  charge  or  cus- 
tody thereof,  shall,  upon  request  of  an  officer  or  em- 
ployee designated  by  the  Secretary,  permit  such  of- 
ficer or  employee  at  all  reasonable  times  to  have  ac- 
cess to  and  copy  and  verify  such  records. 

(n)  (1)  The  Secretary,  pursuant  to  regulations  promul- 
gated by  him,  shall  provide  for  the  certification  of 
batches  of  a  new  animal  drug  composed  wholly  or  partly 
of  any  kind  of  penicillin,  streptomycin,  chlortetracycline, 
chloramphenicol,  or  bacitracin,  or  any  derivative  thereof. 
A  batch  of  any  such  drug  shall  be  certified  if  an  approval 
of  an  application  filed  pursuant  to  subsection  (b)  is  effec- 
tive with  respect  to  such  drug  and  such  drug  has  the 
characteristics  of  identity  and  such  batch  has  the  char- 
acteristics of  strength,  quality,  and  purity  upon  the  basis 
of  which  the  application  was  approved,  but  shall  not 
otherwise  be  certified.  Prior  to  the  effective  date  of  such 
regulations  the  Secretary,  in  lieu  of  certification,  shall 
issue  a  release  for  any  batch  which,  in  his  judgment,  may 
be  released  without  risk  as  to  the  safety  and  efficacy  of  its 
use.  Such  release  shall  prescribe  the  date  of  its  expiration 
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and  other  conditions  under  which  it  shall  cease  to  be  ef- 
fective as  to  such  batch  and  as  to  portions  thereof. 

(2)  Regulations  providing  for  such  certifications  shall 
contain  such  provisions  as  are  necessary  to  carry  out 
the  purposes  of  this  subsection,  including  provisions 
prescribing — 

(A)  tests  and  methods  of  assay  to  determine  com- 
pliance with  applicable  standards  of  identity  and  of 
strength,  quality,  and  purity ; 

(B)  effective  periods  for  certificates,  and  other 
conditions  under  which  they  shall  cease  to  be  effec- 
tive as  to  certified  batches  and  as  to  portions  thereof ; 

(C)  administration  and  procedure;  and 

(D)  such  fees,  specified  in  such  regulations,  as  are 
necessary  to  provide,  equip,  and  maintain  an  ade- 
quate certification  service. 

Such  regulations  shall  prescribe  only  such  tests  and  meth- 
ods of  assay  as  will  provide  for  certification  or  rejection 
within  the  shortest  time  consistent  with  the  purposes  of 
this  subsection. 

(3)  Whenever,  in  the  judgment  of  the  Secretary,  the 
requirements  of  this  subsection  with  respect  to  any  drug 
or  class  of  drugs  are  not  necessary  to  insure  that  such 
drug  conforms  to  the  standards  of  identity,  strength, 
quality,  and  purity  applicable  thereto  under  paragraph 
(1)  of  this  subsection,  the  Secretary  shall  promulgate 
regulations  exempting  such  drug  or  class  of  drugs  from 
such  requirements.  The  provisions  of  subsection  (c)  of 
section  507  of  this  Act  (other  than  the  first  sentence  there- 
of) shall  apply  under  this  paragraph. 

(4)  The  Secretary  shall  promulgate  regulations  ex- 
empting from  any  requirement  of  this  subsection — 

(A)  drugs  which  are  to  be  stored,  processed, 
labeled,  or  repacked  at  establishments  other  than 
those  where  manufactured,  on  condition  that  such 
drugs  comply  with  all  such  requirements  upon  re- 
moval from  such  establishments ;  and 

(B)  drugs  which  conform  to  applicable  standards 
of  identity,  strength,  quality,  and  purity  prescribed 
pursuant  to  this  subsection  and  are  intended  for  use 
in  manufacturing  other  drugs. 

(5)  On  petition  of  any  interested  person  for  the  issu- 
ance, amendment,  or  repeal  of  any  regulation  contem- 
plated by  this  subsection,  the  procedure  shall  be  in  accord- 
ance with  subsection  (f )  of  section  507  of  this  Act. 

(6)  Where  any  drug  is  subject  to  this  subsection  and 
not  exempted  therefrom  by  regulations,  the  compliance 
of  such  drug  with  sections  501(b)  and  502(g)  snail  be 
determined  by  the  application  of  the  standards  of 
strength,  quality,  and  purity  applicable  under  paragraph 
(1)  of  this  subsection,  the  tests  and  methods  of  assay 
applicable  under  provisions  of  regulations  referred  to  in 
paragraph  (2)  (A)  of  this  subsection,  and  the  require- 
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merits  of  packaging  and  labeling  on  the  basis  of  which 
the  application  with  respect  to  such  drug  filed  under 
subsection  (b)  of  this  section  was  approved. 

CLASSIFICATION    OF   DEVICES    INTENDED   FOR   HUMAN    USE 

Device  Classes 

Sec.  513.  (a)(1)  There  are  established  the  following 
classes  of  devices  intended  for  human  use : 

(A)  Class  I,  General  Controls. — 

(i)  A  device  for  which  the  controls  author- 
ized by  or  under  section  501,  502,  510,  516,  518, 
519,  or  520  or  any  combination  of  such  sections 
are  sufficient  to  provide  reasonable  assurance 
of  the  safety  and  effectiveness  of  the  device. 

(ii)  A  device  for  which  insufficient  informa- 
tion exists  to  determine  that  the  controls  re- 
ferred to  in  clause  (i)  are  sufficient  to  provide 
reasonable  assurance  of  the  safety  and  effective- 
ness of  the  device  or  to  establish  a  performance 
standard  to  provide  such  assurance,  but  because 
it— 

(I)  is  not  purported  or  represented  to 
be  for  a  use  in  supporting  or  sustaining 
human  life  or  for  a  use  which  i9  of  sub- 
stantial importance  in  preventing  impair- 
ment of  human  health,  and 

(II)  does  not  present  a  potential  unreas- 
onable risk  of  illness  or  injury, 

is  to  be  regulated  by  the  controls  referred  to  in 
clause  (i). 

(B)  Class  II,  Performance  Standards. — A  de- 
vice which  cannot  be  classified  as  a  class  I  device 
because  the  controls  authorized  by  or  under  sections 
501,  502,  510,  516,  518,  519,  and  520  by  themselves 
are  insufficient  to  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the  device,  for  which 
there  is  sufficient  information  to  establish  a  per- 
formance standard  to  provide  such  assurance,  and 
for  which  it  is  therefore  necessary  to  establish  for 
the  device  a  performance  standard  under  section 
514  to  provide  reasonable  assurance  of  its  safety  and 
effectiveness. 

(C)  Class  III,  Premarket  Approval.— A  device 
which  because — 

(i)  it  (I)  cannot  be  classified  as  a  class  I 
device  because  insufficient  information  exists 
to  determine  that  the  controls  authorized  by  or 
under  sections  501,  502,  510,  516,  518,  519,  and 
520  are  sufficient  to  provide  reasonable  assur- 
ance of  the  safetv  and  effectiveness  of  the  device 
and  (II)  cannot^be  classified  as  a  class  II  device 
because  insufficient  information  exists-  for  the 
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establishment  of  a  performance  standard  to 
provide  reasonable  assurance  of  its  safety  and 
effectiveness,  and 

(ii)  (I)  is  purported  or  represented  to  be  for 
a  use  in  supporting  or  sustaining  human  life  or 
for  a  use  which  is  of  substantial  importance 
in  preventing  impairment  of  human  health,  or 
(II)  presents  a  potential  unreasonable  risk  of 
illness  or  injury, 
is  to  be  subject,  in  accordance  with  section  515,  to 
premarket  approval  to  provide  reasonable  assurance 
of  its  safety  and  effectiveness. 
If  there  is  not  sufficient  information  to  establish  a  per- 
formance standard  for  a  device  to  provide  reasonable 
assurance  of  its  safety  and  effectiveness,  the  Secretary 
may  conduct  such  activities  as  may  be  necessary  to  de- 
velop or  obtain  such  information. 

(2)  For  purposes  of  thi9  section  and  sections  514  and 
515,  the  safety  and  effectiveness  of  a  device  are  to  be 
determined — 

(A)  with  respect  to  the  persons  for  whose  use  the 
device  is  represented  or  intended, 

(B)  with  respect  to  the  conditions  of  use  pre- 
scribed, recommended,  or  suggested  in  the  labeling 
of  the  device,  and 

(C)  weighing  any  probable  benefit  to  health  from 
the  use  of  the  device  against  any  probable  risk  of 
injury  or  illness  from  such  use. 

(3)  (A)  Except  as  authorized  by  subparagraph  (B), 
the  effectiveness  of  a  device  is,  for  purposes  of  this  sec- 
tion and  sections  514  and  515,  to  be  determined,  in  ac- 
cordance with  regulations  promulgated  by  the  Secretary, 
on  the  basis  of  well-controlled  investigations,  including 
clinical  investigations  where  appropriate,  by  experts 
qualified  by  training  and  experience  to  evaluate  the  ef- 
fectiveness of  the  device,  from  which  investigations  it 
can  fairly  and  responsibly  be  concluded  by  qualified  ex- 
perts that  the  device  will  have  the  effect  it  purports  or  is 
represented  to  have  under  the  conditions  of  use  prescribed, 
recommended,  or  suggested  in  the  labeling  of  the  device. 

(B)  If  the  Secretary  determines  that  there  exists  valid 
scientific  evidence  (other  than  evidence  derived  from 
investigations  described  in  subparagraph  (A))  — 

(i)  which  is  sufficient  to  determine  the  effectiveness 
of  a  device,  and 

(ii)   from  which  it  can  fairly  and  responsibly  be 

concluded  by  qualified  experts  that  the  device  will 

have  the  effect  it  purports  or  is  represented  to  have 

under  the  conditions  of  use  prescribed,  recommended, 

or  suggested  in  the  labeling  of  the  device, 

then,  for  purposes  of  this  section  and  sections  514  and 

515,  the  Secretary  may  authorize  the  effectiveness  of  the 

device  to  be  determined  on  the  basis  of  such  evidence. 
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Classification;  Classification  Panels 

(b)  (1)  For  purposes  of — 

(A)  determining  which  devices  intended  for  hu- 
man use  should  be  subject  to  the  requirements  of 
general  controls,  performance  standards,  or  premar- 
ket  approval,  and 

(B)  providing  notice  to  the  manufacturers  and  im- 
porters of  such  devices  to  enable  them  to  prepare  for 
the  application  of  such  requirements  to  devices  manu- 
factured or  imported  by  them, 

the  Secretary  shall  classify  all  such  devices  (other  than 
devices  classified  by  subsection  (f))  into  the  classes  es- 
tablished by  subsection  (a).  For  the  purpose  of  securing 
recommendations  with  respect  to  the  classification  of  de- 
vices, the  Secretary  shall  establish  panels  of  experts  or 
use  panels  of  experts  established  before  the  date  of  the 
enactment  of  this  section,  or  both.  Section  14  of  the 
Federal  Advisory  Committee  Act  shall  not  apply  to  the 
duration  of  a  panel  established  under  this  paragraph. 

(2)  The  Secretary  shall  appoint  to  each  panel  estab- 
lished under  paragraph  (1)  persons  who  are  qualified  by 
training  and  experience  to  evaluate  the  safety  and  ef- 
fectiveness of  the  devices  to  be  referred  to  the  panel  and 
who,  to  the  extent  feasible,  possess  skill  in  the  use  of,  or 
experience  in  the  development,  manufacture,  or  utiliza- 
tion of,  such  devices.  The  Secretary  shall  make  appoint- 
ments to  each  panel  so  that  each  panel  shall  consist  of 
members  with  adequately  diversified  expertise  in  such 
fields  as  clinical  and  administrative  medicine,  engineer- 
ing, biological  and  physical  sciences,  and  other  related 
professions.  In  addition,  each  panel  shall  include  as  non- 
voting members  a  representative  of  consumer  interests 
and  a  representative  of  interests  of  the  device  manu- 
facturing industry.  Scientific,  trade,  and  consumer  or- 
ganizations shall  be  afforded  an  opportunity  to  nominate 
individuals  for  appointment  to  the  panels.  No  individual 
who  is  in  the  regular  full-time  employ  of  the  United 
States  and  engaged  in  the  administration  of  this  Act  may 
be  a  member  of  any  panel.  The  Secretary  shall  designate 
one  of  the  members  of  each  panel  to  serve  as  chairman 
thereof. 

(3)  Panel  members  (other  than  officers  or  employees 
of  the  United  States) ,  while  attending  meetings  or  con- 
ferences of  a  panel  or  otherwise  engaged  in  its  business, 
shall  be  entitled  to  receive  compensation  at  rates  to  be 
fixed  by  the  Secretary,  but  not  at  rates  exceeding  the 
daily  equivalent  of  the  rate  in  effect  for  grade  GS-18  of 
the  General  Schedule,  for  each  day  so  engaged,  including 
traveltime ;  and  while  so  serving  away  from  their  homes 
or  regular  places  of  business  each  member  may  be  allowed 
travel  expenses  (including  per  diem  in  lieu  of  subsist- 
ence) as  authorized  by  section  5703(b)  of  title  5,  United 
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States  Code,  for  persons  in  the  Government  service  em- 
ployed intermittently. 

(4)  The  Secertary  shall  furnish  each  panel  with  ade- 
quate clerical  and  other  necessary  assistance. 

Classification  Panel  Organization  and  Operation 

(c)  ( 1 )  The  Secretary  shall  organize  the  panels  accord- 
ing to  the  various  fields  of  clinical  medicine  and  funda- 
mental sciences  in  which  devices  intended  for  human  use 
are  used.  The  Secretary  shall  refer  a  device  to  be  classified 
under  this  section  to  an  appropriate  panel  established  or 
authorized  to  be  used  under  subsection  (b)  for  its  review 
and  for  its  recommendation  respecting  the  classification 
of  the  device.  The  Secretary  shall  by  regulation  prescribe 
the  procedure  to  be  followed  by  the  panels  in  making 
their  reviews  and  recommendations.  In  making  their  re- 
views of  devices,  the  panels,  to  the  maximum  extent  prac- 
ticable, shall  provide  an  opportunity  for  interested  per- 
sons to  submit  data  and  views  on  the  classification  of  the 
devices. 

(2)  (A)  Upon  completion  of  a  panel's  review  of  a  de- 
vice referred  to  it  under  paragraph  (1),  the  panel  shall, 
subject  to  subparagraphs  (B)  and  (C),  submit  to  the 
Secretary  its  recommendation  for  the  classification  of  the 
device.  Any  such  recommendation  shall  (i)  contain  (I)  a 
summary  of  the  reasons  for  the  recommendation,  (II)  a 
summary  of  the  data  upon  which  the  recommendation  is 
based,  and  (III)  an  identification  of  the  risks  to  health 
(if  any)  presented  by  the  device  with  respect  to  which  the 
recommendation  is  made,  and  (ii)  to  the  extent  prac- 
ticable, include  a  recommendation  for  the  assignment  of  a 
priority  for  the  application  of  the  requirements  of  section 
514  or  515  to  a  device  recommended  to  be  classified  in  class 
II  or  class  III. 

(B )  A  recommendation  of  a  panel  for  the  classification 
of  a  device  in  class  I  shall  include  a  recommendation  as  to 
whether  the  device  should  be  exempted  from  the  require- 
ments of  section  510,  519,  or  520 (f) . 

(C)  In  the  case  of  a  device  which  has  been  referred 
under  paragraph  (1)  to  a  panel,  and  which — 

(i)  is  intended  to  be  implanted  in  the  human  body 
or  is  purported  or  represented  to  be  for  a  use  in  sup- 
porting or  sustaining  human  life,  and 

(ii)  (I)  has  been  introduced  or  delivered  for  intro- 
duction into  interstate  commerce  for  commercial  dis- 
tribution before  the  date  of  enactment  of  this  sec- 
tion, or 

(II)  is  within  a  type  of  device  which  was  so  intro- 
duced or  delivered  before  such  date  and  is  substan- 
tially equivalent  to  another  device  within  that  type, 
such  panel  shall  recommend  to  the  Secretary  that  the  de- 
vice be  classified  in  class  III  unless  the  panel  determines 
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that  classification  of  the  device  in  such  class  is  not  neces- 
sary to  provide  reasonable  assurance  of  its  safety  and 
effectiveness.  If  a  panel  does  not  recommend  that  such  a 
device  be  classified  in  class  III,  it  shall  in  its  recommenda- 
tion to  the  Secretary  for  the  classification  of  the  device 
set  forth  the  reasons  for  not  recommending  classification 
of  the  device  in  such  class. 

(3)  The  panels  shall  submit  to  the  Secretary  within 
one  year  of  the  date  funds  are  first  appropriated  for  the 
implementation  of  this  section  their  recommendations 
respecting  all  devices  of  a  type  introduced  or  delivered 
for  introduction  into  interstate  commerce  for  commercial 
distribution  before  the  date  of  the  enactment  of  this 
section. 

Classification 

(d)  (1)  Upon  receipt  of  a  recommendation  from  a 
panel  respecting  a  device,  the  Secretary  shall  publish  in 
the  Federal  Register  the  panel's  recommendation  and  a 
proposed  regulation  classifying  such  device  and  shall  pro- 
vide interested  persons  an  opportunity  to  submit  com- 
ments on  such  recommendation  and  the  proposed  regula- 
tion. After  reviewing  such  comments,  the  Secretary  shall, 
subject  to  paragraph  (2),  by  regulation  classify  such 
device. 

(2)  (A)  A  regulation  under  paragraph  (1)  classifying 
a  device  in  class  I  shall  prescribe  which,  if  any,  of  the  re- 
quirements of  section  510, 519,  or  520  ( f )  shall  not  apply  to 
the  device.  A  regulation  which  makes  a  requirement  of 
section  510,  519,  or  520  (f)  inapplicable  to  a  device  shall  be 
accompanied  by  a  statement  of  the  reasons  of  the  Secre- 
tary for  making  such  requirement  inapplicable. 

(B)  A  device  described  in  subsection  (c)  (2)  (C)  shall 
be  classified  in  class  III  unless  the  Secretary  determines 
that  classification  of  the  device  in  such  class  is  not  neces- 
sary to  provide  reasonable  assurance  of  its  safety  and  ef- 
fectiveness. A  proposed  regulation  under  paragraph  (1) 
classifying  such  a  device  in  a  class  other  than  class  III 
shall  be  accompanied  by  a  full  statement  of  the  reasons  of 
the  Secretary  (and  supporting  documentation  and  data) 
for  not  classifying  such  device  in  such  class  and  an  identi- 
fication of  the  risks  to  health  (if  any)  presented  by  such 
device. 

(3)  In  the  case  of  devices  classified  in  class  II  and  de- 
vices classified  under  this  subsection  in  class  III  and  de- 
scribed in  section  515(b)  (1)  the  Secretary  may  establish 
priorities  which,  in  his  discretion,  shall  be  used  in  apply- 
ing sections  514  and  515,  as  appropriate,  to  such  devices. 

Classification  Changes 

(e)  Based  on  new  information  respecting  a  device,  the 
Secretary  may,  upon  his  own  initiative  or  upon  petition 
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of  an  interested  person,  by  regulation  (1)  change  such 
device's  classification,  and  (2)  revoke,  because  of  the 
change  in  classification,  any  regulation  or  requirement  in 
effect  under  section  514  or  515  with  respect  to  such  device. 
In  the  promulgation  of  such  a  regulation  respecting  a  de- 
vice's classification,  the  Secretary  may  secure  from  the 
panel  to  which  the  device  was  last  referred  pursuant  to 
subsection  (c)  a  recommendation  respecting  the  proposed 
change  in  the  device's  classification  and  shall  publish  in 
the  Federal  Register  any  recommendation  submitted  to 
the  Secretary  by  the  panel  respecting  such  change.  A  reg- 
ulation under  this  subsection  changing  the  classification 
of  a  device  from  class  III  to  class  II  may  provide  that 
such  classification  shall  not  take  effect  until  the  effective 
date  of  a  performance  standard  established  under  section 
514  for  such  device. 

Initial  Classification  of  Certain  Devices 

(f )  (1)  Any  device  intended  for  human  use  which  was 
not  introduced  or  delivered  for  introduction  into  inter- 
state commerce  for  commercial  distribution  before  the 
date  of  the  enactment  of  this  section  is  classified  in 
class  III  unless — 

(A)  the  device — 

(i)  is  within  a  type  of  device  (I)  which  was 
introduced  or  delivered  for  introduction  into 
interstate  commerce  for  commercial  distribu- 
tion before  such  date  and  which  is  to  be  classi- 
fied pursuant  to  subsection  (b),  or  (II)  which 
was  not  so  introduced  or  delivered  before  such 
date  and  has  been  classified  in  class  I  or  II,  and 

(ii)  is  substantially  equivalent  to  another  de- 
vice within  such  type,  or 

(B)  the  Secretary  in  response  to  a  petition  sub- 
mitted under  paragraph  (2)  has  classified  such  de- 
vice in  class  I  or  II. 

A  device  classified  in  class  III  under  this  paragraph 
shall  be  classified  in  that  class  until  the  effective  date  of 
an  order  of  the  Secretary  under  paragraph  (2)  classify- 
ing the  device  in  class  I  or  II. 

(2)  (A)  The  manufacturer  or  importer  of  a  device  clas- 
sified under  paragraph  (1)  may  petition  the  Secretary 
(in  such  form  and  manner  as  he  shall  prescribe)  for  the 
issuance  of  an  order  classifying  the  device  in  class  I  or 
class  II.  Within  thirty  days  of  the  filing  of  such  a  peti- 
tion, the  Secretary  shall  notify  the  petitioner  of  any 
deficiencies  in  the  petition  which  prevent  the  Secretary 
from  making  a  decision  on  the  petition. 

(B)  (i)  Upon  determining  that  a  petition  does  not  con- 
tain any  deficiency  which  prevents  the  Secretary  from 
making  a  decision  on  the  petition,  the  Secretary  shall 
refer  the  petition  to  an  appropriate  panel  established  or 
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authorized  to  be  used  under  subsection  (b).  A  panel  to 
which  such  a  petition  has  been  referred  shall  not  later 
than  ninety  days  after  the  referral  of  the  petition  make  a 
recommendation  to  the  Secretary  respecting  approval  or 
denial  of  the  petition.  Any  such  recommendation  shall 
contain  (I)  a  summary  of  the  reasons  for  the  recom- 
mendation, (II)  a  summary  of  the  data  upon  which  the 
recommendation  is  based,  and  (III)  an  identification  of 
the  risks  to  health  (if  any)  presented  by  the  device  with 
respect  to  which  the  petition  was  filed.  In  the  case  of  a 
petition  for  a  device  which  is  intended  to  be  implanted 
in  the  human  body  or  which  is  purported  or  represented 
to  be  for  a  use  in  supporting  or  sustaining  human  life, 
the  panel  shall  recommend  that  the  petition  be  denied 
unless  the  panel  determines  that  the  classification  in 
class  III  of  the  device  is  not  necessary  to  provide  reason- 
able assurance  of  its  safety  and  effectiveness.  If  the  panel 
recommends  that  such  petition  be  approved,  it  shall  in  its 
recommendation  to  the  Secretary  set  forth  its  reasons  for 
such  recommendation. 

(ii)  The  requirements  of  paragraphs  (1)  and  (2)  of 
subsection  (c)  (relating  to  opportunities  for  submission 
of  data  and  views  and  recommendations  respecting  pri- 
orities and  exemptions  from  sections  510,  519,  and  520 
(f ) )  shall  apply  with  respect  to  consideration  by  panels 
of  petitions  submitted  under  subparagraph  ( A) . 

(C)  (i)  Within  ninety  days  from  the  date  the  Secre- 
tary receives  the  recommendation  of  a  panel  respecting 
a  petition  (but  not  later  than  210  days  after  the  filing  of 
such  petition)  the  Secretary  shall  by  order  deny  or  ap- 
prove the  petition.  If  the  Secretary  approves  the  petition, 
the  Secretary  shall  order  the  classification  of  the  device 
into  class  I  or  class  II  in  accordance  with  the  criteria 
prescribed  by  subsection  (a)(1)(A)  or  (a)(1)(B).  In 
the  case  of  a  petition  for  a  device  which  is  intended  to 
be  implanted  in  the  human  body  or  which  is  purported 
or  represented  to  be  for  a  use  in  supporting  or  sustaining 
human  life,  the  Secretary  shall  deny  the  petition  unless 
the  Secretary  determines  that  the  classification  in  class 
III  of  the  device  is  not  necessary  to  provide  reasonable 
assurance  of  its  safety  and  effectiveness.  An  order  ap- 
proving such  petition  shall  be  accompanied  by  a  full 
statement  of  the  reasons  of  the  Secretary  (and  support- 
ing documentation  and  data)  for  approving  the  petition 
and  an  identification  of  the  risks  to  health  (if  any)  pre- 
sented by  the  device  to  which  such  order  applies. 

(ii)  The  requirements  of  paragraphs  (1)  and  (2)  (A) 
of  subsection  (d)  (relating  to  publication  of  recom- 
mendations, opportunity  for  submission  of  comments, 
and  exemption  from  sections  510,  519,  and  520(f))  shall 
apply  with  respect  to  action  by  the  Secretary  on  peti- 
tions submitted  under  subparagraph  (A) . 
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Information 

(g)  Within  sixty  days  of  the  receipt  of  a  written  re- 
quest of  any  person  for  information  respecting  the  class 
in  which  a  device  has  been  classified  or  the  requirements 
applicable  to  a  device  under  this  Act,  the  Secretary  shall 
provide  such  person  a  written  statement  of  the  classifi- 
cation (if  any)  of  such  device  and  the  requirements  of 
this  Act  applicable  to  the  device. 

Definitions 

(h)  For  purposes  of  this  section  and  sections  501,  510, 
514, 515, 516, 519,  and  520— 

(1)  a  reference  to  "general  controls"  is  a  reference 
to  the  controls  authorized  by  or  under  sections  501, 
502, 510, 516, 518, 519,  and  520, 

(2)  a  reference  to  "class  I,"  "class  II,"  or  "class 
III"  is  a  reference  to  a  class  of  medical  devices 
described  in  subparagraph  (A),  (B),  or  (C)  of 
subsection  (a)  (1),  and 

(3)  a  reference  to  a  "panel  under  section  513"  is  a 
reference  to  a  panel  established  or  authorized  to  be 
used  under  this  section. 

PERFORMANCE    STANDARDS 

Provisions  of  Standards 

Sec.  514.  (a)  (1)  The  Secretary  may  by  regulation, 
promulgated  in  accordance  with  this  section,  establish  a 
performance  standard  for  class  II  device.  A  class  III 
device  may  also  be  considered  a  class  II  device  for  pur- 
poses of  establishing  a  standard  for  the  device  under  this 
section  if  the  device  has  been  reclassified  as  a  class  II  de- 
vice under  a  regulation  under  section  513(e)  but  such 
regulation  provides  that  the  reclassification  is  not  to  take 
effect  until  the  effective  date  of  such  a  standard  for  the 
device. 

(2)  A  performance  standard  established  under  this  sec- 
tion for  a  device — 

(A)  shall  include  provisions  to  provide  reasonable 
assurance  of  its  safe  and  effective  performance; 

(B)  shall,  where  necessary  to  provide  reasonable 
assurance  of  its  safe  and  effective  performance,  in- 
clude— 

(i)  provisions  respecting  the  construction, 
components,  ingredients,  and  properties  of  the 
device  and  its  compatibility  with  power  systems 
and  connections  to  such  systems, 

(ii)  provisions  for  the  testing  (on  a  sample 
basis  or,  if  necessary,  on  an  individual  basis)  of 
the  device  or,  if  it  is  determined  that  no  other 
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more  practicable  means  are  available  to  the  Sec- 
retary to  assure  the  conformity  of  the  device 
to  the  standard,  provisions  for  the  testing  (on  a 
sample  basis  or,  if  necessary,  on  an  individual 
basis)  by  the  Secretary  or  by  another  person  at 
the  direction  of  the  Secretary, 

(iii)  provisions  for  the  measurement  of  the 
performance  characteristics  of  the  device, 

(iv)  provisions  requiring  that  the  results  of 
each  or  of  certain  of  the  tests  of  the  device  re- 
quired to  be  made  under  clause  (ii)  show  that 
the  device  is  in  conformity  with  the  portions  of 
the  standard  for  which  the  test  or  tests  were  re- 
quired, and 

(v)   a  provision  requiring  that  the  sale  and 
distribution  of  the  device  be  restricted  but  only 
to  the  extent  that  the  sale  and  distribution  of  a 
device  may  be  restricted  under  a  regulation  un- 
der section  520(e) ;  and 
(C)  shall,  where  appropriate,  require  the  use  and 
prescribe  the  form  and  content  of  labeling  for  the 
proper  installation,  maintenance,  operation,  and  use 
of  the  device. 

(3)  The  Secretary  shall  provide  for  periodic  evalua- 
tion of  performance  standards  established  under  this 
section  to  determine  if  such  standards  should  be  changed 
to  reflect  new  medical,  scientific,  or  other  technological 
data. 

(4)  In  carrying  out  his  duties  under  this  section,  the 
Secretary  shall,  to  the  maximum  extent  practicable — 

(A)  use  personnel,  facilities,  and  other  technical 
support  available  in  other  Federal  agencies, 

(B)  consult  with  other  Federal  agencies  concerned 
with  standard-setting  and  other  nationally  or  inter- 
nationally recognized  standard-setting  entities,  and 

(C)  invite  appropriate  participation,  through 
ioint  or  other  conferences,  workshops,  or  other  means, 
by  informed  persons  representative  of  scientific,  pro- 
fessional, industry,  or  consumer  organizations  who 
in  his  judgment  can  make  a  significant  contribution. 

Initiation  of  a  Proceeding  for  a  Performance  Standard 

(b)(1)  A  proceeding  for  the  development  of  a  per- 
formance standard  for  a  device  shall  be  initiated  by  the 
Secretary  by  the  publication  in  the  Federal  Register  of 
notice  of  the  opportunity  to  submit  to  the  Secretary  a 
request  (within  fifteen  days  of  the  date  of  the  publica- 
tion of  the  notice)  for  a  change  in  the  classification  of  the 
device  based  on  new  information  relevant  to  its  classifi- 
cation. 

(2)  If,  after  publication  of  a  notice  pursuant  to  para- 
graph (1)  the  Secretary  receives  a  request  for  a  change 
in  the  device's  classification,  he  shall,  within  sixty  days 
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of  the  publication  of  such  notice  and  after  consultation 
with  the  appropriate  panel  under  section  513,  by  order 
published  in  the  Federal  Register,  either  deny  the  request 
for  change  in  classification  or  give  notice  of  his  intent  to 
initiate  such  a  change  under  section  513(e). 

Invitation  for  Standards 

(c)  (1)  If,  after  the  publication  of  a  notice  under  sub- 
section (b),  no  action  is  required  under  paragraph  (2)  of 
such  subsection  or  the  Secretary  denies  a  request  to  change 
the  classification  of  the  device  with  respect  to  which  such 
notice  was  published,  the  Secretary  shall  publish  in  the 
Federal  Register  a  notice  inviting  any  person,  including 
any  Federal  agency,  to — 

(A)  submit  to  the  Secretary,  within  sixty  days 
after  the  date  of  publication  of  the  notice,  an  exist- 
ing standard  as  a  proposed  performance  standard 
for  such  device,  or 

(B)  offer,  within  sixty  days  after  the  date  of  pub- 
lication of  the  notice,  to  develop  such  a  proposed 
standard. 

(2)  A  notice  published  pursuant  to  paragraph  (1)  for 
an  offer  for  the  development  of  a  proposed  performance 
standard  for  a  device — 

(A)  shall  specify  a  period  within  which  the  stand- 
ard is  to  be  developed,  which  period  may  be  extended 
by  the  Secretary  for  good  cause  shown ;  and 

(B)  shall  include — 

(i)  a  description  or  other  designation  of  the 
device, 

(ii)  a  statement  of  the  nature  of  the  risk  or 
risks  associated  with  the  use  of  the  device  and 
intended  to  be  controlled  by  a  performance 
standard, 

(iii)  a  summary  of  the  data  on  which  the  Sec- 
retary has  found  a  need  for  initiation  of  the 
proceeding  to  develop  a  performance  standard, 
and 

(iv)  identification  of  any  existing  perform- 
ance standard  known  to  the  Secretary  which 
may  be  relevant  to  the  proceeding. 

(3)  The  Secretary  shall  by  regulation  require  that  an 
offeror  of  an  offer  to  develop  a  proposed  performance 
standard  submit  (and  if  the  offeror  is  a  business  entity, 
require  that  appropriate  directors,  officers,  and  employ- 
ees of,  and  consultants  to,  the  business  entity  submit)  to 
the  Secretary  such  information  concerning  the  offeror  as 
the  Secretary  determines  is  relevant  with  respect  to  the 
offeror's  qualifications  to  develop  a  proposed  perform- 
ance standard  for  a  device,  including  information  re- 
specting the  offeror's  financial  stability,  expertise,  and 
experience,  and  any  potential  conflicts  of  interest,  includ- 
ing financial  interest  in  the  device  for  which  the  proposed 
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standard  is  to  be  developed,  current  industrial  or  com- 
mercial affiliates  of  the  offeror,  current  sources  of  finan- 
cial support  for  research,  and  business  entities  in  which 
the  offeror  has  a  financial  interest,  which  may  be  relevant 
with  respect  to  the  offeror's  qualifications.  Such  informa- 
tion submitted  by  an  offeror  may  not  be  made  public  by 
the  Secretary  unless  required  by  section  552  of  title  5, 
United  States  Code,  except  that  in  the  case  of  informa- 
tion submitted  by  an  offeror  whose  offer  has  been  ac- 
cepted, the  Secretary  shall  make  such  information  (other 
than  information  which  because  of  subsection  (b)  (4)  of 
section  552,  title  5,  United  States  Code,  is  exempt  from 
disclosure  pursuant  to  subsection  (a)  of  such  section) 
public  at  the  time  the  offer  is  accepted. 

(4)  If  the  Secretary  determines  that  a  performance 
standard  can  be  developed  by  any  Federal  agency  (in- 
cluding an  agency  within  the  Department  of  Health, 
Education,  and  Welfare),  the  Secretary  may — 

(A)  if  such  determination  is  made  with  respect  to 
an  agency  within  such  Department,  develop  such  a 
standard  in  lieu  of  accepting  any  offer  to  develop 
such  a  standard  pursuant  to  a  notice  published  pur- 
suant to  this  subsection,  or 

(B)  if  such  determination  is  made  with  respect  to 
any  other  agency,  authorize  such  agency  to  develop 
such  a  standard  in  lieu  of  accepting  any  such  offer. 

In  making  such  a  determination  respecting  a  Federal 
agency,  the  Secretary  shall  take  into  account  the  person- 
nel and  expertise  within  such  agency.  The  requirements 
described  in  subparagraphs  (B)  and  (C)  of  subsection 
(e)  (4)  shall  apply  to  development  of  a  standard  under 
this  paragraph. 

Acceptance  of  Certain  Existing  Standards 

(d)(1)   If  the  Secretary— 

(A)  determines  that  a  performance  standard  has 
been  issued  or  adopted  or  is  being  developed  by  any 
Federal  agency  or  by  any  other  qualified  entity  or 
receives  a  performance  standard  submitted  pursuant 
to  a  notice  published  pursuant  to  subsection  (c) ,  and 

(B)  determines  that  such  performance  standard  is 
based  upon  scientific  data  and  information  and  has 
been  subjected  to  scientific  consideration, 

he  may,  in  lieu  of  accepting  any  offer  to  develop  such  a 
standard  pursuant  to  a  notice  published  pursuant  to  sub- 
section (c),  accept  such  standard  as  a  proposed  perform- 
ance standard  for  such  device  or  as  a  basis  upon  which  a 
proposed  performance  standard  may  be  developed. 

(2)  If  a  standard  is  submitted  to  the  Secretary  pur- 
suant to  a  notice  published  pursuant  to  subsection  (c) 
and  the  Secretary  does  not  accept  such  standard,  he  shall 
publish  in  the  Federal  Register  notice  of  that  fact  to- 
gether with  the  reasons  therefor. 
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Acceptance  of  Offer  To  Develop  Standard 

(e)  (1)  Except  as  provided  by  subsections  (c)  (4)  and 
(d),  the  Secretary  shall  accept  one,  and  may  accept  more 
than  one,  offer  to  develop  a  proposed  performance  stand- 
ard for  a  device  pursuant  to  a  notice  published  pursuant 
to  subsection  (c)  if  he  determines  that  (A)  the  offeror  is 
qualified  to  develop  such  a  standard  and  is  technically 
competent  to  undertake  and  complete  the  development  of 
an  appropriate  performance  standard  within  the  period 
specified  in  the  notice,  and  (B)  the  offeror  will  comply 
with  procedures  prescribed  by  regulations  of  the  Secre- 
tary under  paragraph  (4)  of  this  subsection.  In  deter- 
mining the  qualifications  of  an  offeror  to  develop  a  stand- 
ard, the  Secretary  shall  take  into  account  the  offeror's  fi- 
nancial stability,  expertise,  experience,  and  any  potential 
conflicts  of  interests  (including  financial  interest  in  the 
device  for  which  such  standard  is  to  be  developed)  and 
other  information  submitted  pursuant  to  subsection 
(c)  (3),  which  may  be  relevant  with  respect  to  the  offer- 
or's qualifications. 

(2)  The  Secretary  shall  publish  in  the  Federal  Kegis- 
ter  the  name  and  address  of  each  person  whose  offer  is 
accepted  under  paragraph  (1)  and  a  summary  of  the 
terms  of  such  offer  as  accepted. 

(3)  If  such  an  offer  is  accepted,  the  Secretary  may, 
upon  application  which  may  be  made  prior  to  the  accept- 
ance of  the  offer,  agree  to  contribute  to  the  offeror's  cost 
in  developing  a  proposed  standard  if  the  Secretary  de- 
termines that  such  contribution  is  likely  to  result  in  a 
more  satisfactory  standard  than  would  be  developed 
without  such  contribution.  The  Secretary  shall  by  regu- 
lation prescribe  the  items  of  cost  in  which  he  will  partici- 
pate, except  that  such  items  may  not  include  the  cost  of 
construction  (except  minor  remodeling)  or  the  acquisi- 
tion of  land  or  buildings.  Payments  to  an  offeror  under 
this  paragraph  may  be  made  without  regard  to  section 
3648  of  the  Eevised  Statutes  (31  U.S.C.  529). 

(4)  The  Secretary  shall  prescribe  regulations  govern- 
ing the  development  of  proposed  standards  by  persons 
whose  offers  are  accepted  under  paragraph  (1).  Such 
regulations  shall,  notwithstanding  subsection  (b)  (A)  of 
section  553  of  title  5,  United  States  Code,  be  promulgated 
in  accordance  with  the  requirements  of  that  section  for 
notice  and  opportunity  for  participation  and  shall — 

(A)  require  that  performance  standards  pro- 
posed for  promulgation  be  supported  by  such  test 
data  or  other  documents  or  materials  as  the  Secre- 
tary may  reasonably  require  to  be  obtained; 

(B)  require  that  notice  be  given  to  interested  per- 
sons of  the  opportunity  to  participate  in  the  develop- 
ment of  such  performance  standards  and  require  the 
provision  of  such  opportunity ; 
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(C)  require  the  maintenance  of  records  to  disclose 
(i)  the  course  of  the  development  of  performance 
standards  proposed  for  promulgation,  (ii)  the  com- 
ments and  other  information  submitted  by  any  per- 
son in  connection  with  such  development,  including 
comments  and  information  with  respect  to  the  need 
for  such  performance  standards,  and  (iii)  such  other 
matters  as  may  be  relevant  to  the  evaluation  of  such 
performance  standards ; 

(D)  provide  that  the  Secretary  and  the  Comp- 
troller General  of  the  United  States,  or  any  of  their 
duly  authorized  representatives,  shall  have  access  for 
the  purpose  of  audit  and  examination  to  any  books, 
documents,  papers,  and  other  records,  relevant  to  the 
expenditure  of  any  funds  contributed  by  the  Secre- 
tary under  paragraph  (3) ; and 

(E)  require  the  submission  of  such  periodic  re- 
ports as  the  Secretary  may  require  to  disclose  the 
course  of  the  development  of  performance  standards 
proposed  for  promulgation. 

(5)  If  an  offer  is  made  pursuant  to  a  notice  published 
pursuant  to  subsection  (c)  and  the  Secretary  does  not 
accept  such  offer,  he  shall  publish  in  the  Federal  Regis- 
ter notice  of  that  fact  together  with  the  reasons  there- 
for. 

Development  of  Standard  by  Secretary  After  Publica- 
tion of  Subsection   (c)   Notice 

(f)  If  the  Secretary  has  published  a  notice  pursuant 
to  subsection  (c)  and — 

(1)  no  person  makes  an  offer  or  submits  a  stand- 
ard pursuant  to  the  notice ; 

(2)  the  Secretary  has  not  accepted  an  existing 
performance  standard  under  subsection  (d)  or  ac- 
cepted an  offer  to  develop  a  proposed  performance 
standard  pursuant  to  the  notice ;  or 

(3)  the  Secretary  has  accepted  an  offer  or  offers  to 
develop  a  proposed  performance  standard,  but  deter- 
mines thereafter  that — 

(A)  the  offeror  under  each  such  offer  is  un- 
willing or  unable  to  continue  the  development 
of  the  performance  standard  which  was  the  sub- 
ject of  the  offer  or  offers,  or 

(B)  the  performance  standard  which  has  been 
developed  is  not  satisfactory, 

and  publishes  notice  of  that  determination  in  the 
Federal  Register  together  with  his  reasons  there- 
for; 
then  the  Secretary  may  proceed  to  develop  a  proposed 
performance  standard.  The  authority  provided  by  this 
subsection  is  in  addition  to  the  authority  provided  by 
subsection  (c)(4).  The  requirements  described  in  sub- 
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paragraphs  (B)  and  (C)  of  subsection  (e)  (4)  shall  ap- 
ply to  the  development  of  a  standard  by  the  Secretary 
under  this  subsection. 

Establishment  of  a  Standard 

(g)(1)(A)  After  publication  pursuant  to  subsection 
(c)  of  a  notice  respecting  a  performance  standard  for 
a  device,  the  Secretary  shall  either — 

(i)  publish,  in  the  Federal  Register  in  a  notice  of 
proposed  rulemaking,  a  proposed  performance 
standard  for  the  device  (I)  developed  by  an  offeror 
under  such  notice  and  accepted  by  the  Secretary, 
(II)  developed  under  subsection  (c)(4),  (III)  ac- 
cepted by  the  Secretary  under  subsection  (d),  or 
(IV)  developed  by  him  under  subsection  (f),  or 

(ii)  issue  a  notice  in  the  Federal  Register  that  the 
proceeding  is  terminated  together  with  the  reasons 
for  such  termination. 
(B)  If  the  Secretary  issues  under  subparagraph  (A) 
(ii)  a  notice  of  termination  of  a  proceeding  to  establish  a 
performance  standard  for  a  device,  he  shall  (unless  such 
notice  is  issued  because  the  device  is  a  banned  device  un- 
der section  516)  initiate  a  proceeding  under  section  513 
(e)   to  reclassify  the  device  subject  to  the  proceeding 
terminated  by  such  notice. 

(2)  A  notice  of  proposed  rulemaking  for  the  establish- 
ment of  a  performance  standard  for  a  device  published 
under  paragraph  (1)  (A)  (i)  shall  set  forth  proposed 
findings  with  respect  to  the  degree  of  the  risk  of  illness  or 
injury  designed  to  be  eliminated  or  reduced  by  the  pro- 
posed standard  and  the  benefit  to  the  public  from  the 
device. 

(3)  (A)  After  the  expiration  of  the  period  for  comment 
on  a  notice  of  proposed  rulemaking  published  under  para- 
graph (1)  respecting  a  performance  standard  and  after 
consideration  of  such  comments  and  any  report  from  an 
advisory  committee  under  paragraph  (5),  the  Secretary 
shall  (i)  promulgate  a  regulation  establishing  a  perform- 
ance standard  and  publish  in  the  Federal  Register  find- 
ings on  the  matters  referred  to  in  paragraph  (2) ,  or  (ii) 
publish  a  notice  terminating  the  proceeding  for  the  devel- 
opment of  the  standard  together  with  the  reasons  for  such 
termination.  If  a  notice  of  termination  is  published,  the 
Secretary  shall  (unless  such  notice  is  issued  because  the 
device  is  a  banned  device  under  section  516)  initiate  a 
proceeding  under  section  513(e)  to  reclassify  the  device 
subject  to  the  proceeding  terminated  by  such  notice. 

( B )  A  regulation  establishing  a  performance  standard 
shall  set  forth  the  date  or  dates  upon  which  the  standard 
shall  take  effect,  but  no  such  regulation  may  take  effect 
before  one  year  after  the  date  of  its  publication  unless  (i) 
the  Secretary  determines  that  an  earlier  effective  date  is 
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necessary  for  the  protection  of  the  public  health  and 
safety,  or  (ii)  such  standard  has  been  established  for  a 
device  which,  effective  upon  the  effective  date  of  the 
standard,  has  been  reclassified  from  class  III  to  class  II. 
Such  date  or  dates  shall  be  established  so  as  to  minimize, 
consistent  with  the  public  health  and  safety,  economic  loss 
to,  and  disruption  or  dislocation  of,  domestic  and  inter- 
national trade. 

(4)  (A)  The  Secretary,  upon  his  own  initiative  or  upon 
petition  of  an  interested  person  may  by  regulation,  pro- 
mulgated in  accordance  with  the  requirements  of  para- 
graphs (2)  and  (3)  (B)  of  this  subsection,  amend  or  re- 
voke a  performance  standard. 

(B)  The  Secretary  may  declare  a  proposed  amend- 
ment of  a  performance  standard  to  be  effective  on  and 
after  its  publication  in  the  Federal  Kegister  and  until  the 
effective  date  of  any  final  action  taken  on  such  amend- 
ment if  he  determines,  after  affording  all  interested  per- 
sons an  opportunity  for  an  informal  hearing,  that  making 
it  so  effective  is  in  the  public  interest.  A  proposed  amend- 
ment of  a  performance  standard  made  so  effective  under 
the  preceding  sentence  may  not  prohibit,  during  the  pe- 
riod in  which  it  is  so  effective,  the  introduction  or  delivery 
for  introduction  into  interstate  commerce  of  a  device 
which  conforms  to  such  standard  without  the  change  or 
changes  provided  by  such  proposed  amendment. 

(5)  (A)  The  Secretary— 

(i)  may  on  his  own  initiative  refer  a  proposed 
regulation  for  the  establishment,  amendment,  or 
revocation  of  a  performance  standard,  or 

(ii)  shall,  upon  the  request  of  an  interested  person 
unless  the  Secretary  finds  the  request  to  be  without 
good  cause  or  the  request  is  made  after  the  expira- 
tion of  the  period  for  submission  of  comments  on 
such    proposed    regulation    refer    such    proposed 
regulation, 
to  an  advisory  committee  of  experts,  established  pursuant 
to  subparagraph  (B)  for  a  report  and  recommendation 
with  respect  to  any  matter  involved  in  the  proposed  regu- 
lation which  requires  the  exercise  of  scientific  judgment. 
If  a  proposed  regulation  is  referred  under  this  subpara- 
graph to  an  advisory  committee,  the  Secretary  shall  pro- 
vide the  advisory  committee  with  the  data  and  informa- 
tion on  which  such  proposed  regulation  is  based.  The  ad- 
visory committee  shall,  within  sixty  days  of  the  referral 
of  a  proposed  regulation  and  after  independent  study  of 
the  data  and  information  furnished  to  it  by  the  Secretary 
and  other  data  and  information  before  it,  submit  to  the 
Secretary  a  report  and  recommendation  respecting  such 
regulation,  together  with  all  underlying  data  and  infor- 
mation and  a  statement  of  the  reason  or  basis  for  the  rec- 
ommendation. A  copy  of  such  report  and  recommendation 
shall  be  made  public  by  the  Secretary. 
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(B)  The  Secretary  shall  establish  advisory  commit- 
tees (which  may  not  be  panels  under  section  513)  to  re- 
ceive referrals  under  subparagraph  (A).  The  Secretary 
shall  appoint  as  members  of  any  such  advisory  committee 
persons  qualified  in  the  subject  matter  to  be  referred  to 
the  committee  and  of  appropriately  diversified  profes- 
sional background,  except  that  the  Secretary  may  not 
appoint  to  such  a  committee  any  individual  who  is  in  the 
regular  full-time  employ  of  the  United  States  and  en- 
gaged in  the  administration  of  this  Act.  Each  such  com- 
mittee shall  include  as  nonvoting  members  a  representa- 
tive of  consumer  interests  and  a  representative  of  interests 
of  the  device  manufacturing  industry.  Members  of  an  ad- 
visory committee  who  are  not  officers  or  employees  of  the 
United  States,  while  attending  conferences  or  meetings  of 
their  committee  or  otherwise  serving  at  the  request  of  the 
Secretary,  shall  be  entitled  to  receive  compensation  at 
rates  to  be  fixed  by  the  Secretary,  which  rates  may  not 
exceed  the  daily  equivalent  of  the  rate  in  effect  for  grade 
GS-18  of  the  General  Schedule,  for  each  day  (including 
traveltime)  they  are  so  engaged;  and  while  so  serving 
away  from  their  homes  or  regular  places  of  business  each 
member  may  be  allowed  travel  expenses,  including  per 
diem  in  lieu  of  subsistence,  as  authorized  by  section  5703 
of  title  5  of  the  United  States  Code  for  persons  in  the 
Government  service  employed  intermittently.  The  Secre- 
tary shall  designate  one  of  the  members  of  each  advisory 
committee  to  serve  as  chairman  thereof.  The  Secretary 
shall  furnish  each  advisory  committee  with  clerical  and 
other  assistance,  and  shall  by  regulation  prescribe  the 
procedures  to  be  followed  by  each  such  committee  in  act- 
ing on  referrals  made  under  subparagraph  ( A) . 

PREMARKET   APPROVAL 

General  Requirement 

Sec.  515.  (a)  A  class  III  device — 

(1)  which  is  subject  to  a  regulation  promulgated 
under  subsection  (b) ;  or 

(2)  which  is  a  class  III  device  because  of  section 
.       513(f), 

is  required  to  have,  unless  exempt  under  section  520(g), 
an  approval  under  this  section  of  an  application  for  pre- 
market  approval. 

Regulation  To  Require  Premarket  Approval 

(b)  (1)  In  the  case  of  a  class  III  device  which — 

(A)  was  introduced  or  delivered  for  introduction 
into  interstate  commerce  for  commercial  distribution 
before  the  date  of  enactment  of  this  section ;  or 
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(B)  is  (i)  of  a  type  so  introduced  or  delivered,  and 
(ii)  is  substantially  equivalent  to  another  device 
within  that  type, 
the  Secretary  shall  by  regulation,  promulgated  in  ac- 
cordance with  this  subsection,  require  that  such  device 
have  an  approval  under  this  section  of  an  application  for 
premarket  approval. 

(2)  (A)  A  proceeding  for  the  promulgation  of  a  regu- 
lation under  paragraph  (1)  respecting  a  device  shall  be 
initiated  by  the  publication  in  the  Federal  Register  of 
a  notice  of  proposed  rulemaking.  Such  notice  shall 
contain — 

(i)  the  proposed  regulation ; 

(ii)  proposed  findings  with  respect  to  the  degree 
of  risk  of  illness  or  injury  designed  to  be  eliminated 
or  reduced  by  requiring  the  device  to  have  an  ap- 
proved application  for  premarket  approval  and  the 
benefit  to  the  public  from  use  of  the  device; 

(iii)  opportunity  for  the  submission  of  comments 
on  the  proposed  regulation  and  the  proposed  find- 
ings; and 

(iv)  opportunity  to  request  a  change  in  the  classi- 
fication of  the  device  based  on  new  information  rele- 
vant to  the  classification  of  the  device. 
(B)    If,  within  fifteen  days  after  publication  of  a 
notice  under  subparagraph  (A),  the  Secretary  receives 
a  request  for  a  change  in  the  classification  of  a  device,  he 
shall,  within  sixty  days  of  the  publication  of  such  notice 
and  after  consultation  with  the  appropriate  panel  under 
section  513,  by  order  published  in  the  Federal  Register, 
either  deny  the  request  for  change  in  classification  or 
give  notice  of  his  intent  to  initiate  such  a  change  under 
section  513(e). 

(3)  After  the  expiration  of  the  period  for  comment  on 
a  proposed  regulation  and  proposed  findings  published 
under  paragraph  (2)  and  after  consideration  of  com- 
ments submitted  on  such  proposed  regulation  and  find- 
ings, the  Secretary  shall  (A)  promulgate  such  regula- 
tion and  publish  in  the  Federal  Register  findings  on  the 
matters  referred  to  in  paragraph  (2)(A)(ii),  or  (B) 
publish  a  notice  terminating  the  proceeding  for  the 
promulgation  of  the  regulation  together  with  the  reasons 
for  such  termination.  If  a  notice  of  termination  is  pub- 
lished, the  Secretary  shall  (unless  such  notice  is  issued 
because  the  device  is  a  banned  device  under  section  516) 
initiate  a  proceeding  under  section  513(e)  to  reclassify 
the  device  subject  to  the  proceeding  terminated  by  such 
notice. 

(4)  The  Secretary,  upon  his  own  initiative  or  upon 
petition  of  an  interested  person,  may  by  regulation  amend 
or  revoke  any  regulation  promulgated  under  this  sub- 
section. A  regulation  to  amend  or  revoke  a  regulation 
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under  this  subsection  shall  be  promulgated  in  accordance 
with  the  requirements  prescribed  by  this  subsection  for 
the  promulgation  of  the  regulation  to  be  amended  or 
revoked. 

Application  for  Premarket  Approval 

(c)(1)  Any  person  may  file  with  the  Secretary  an 
application  for  premarket  approval  for  a  class  III  device. 
Such  an  application  for  a  device  shall  contain — 

(A)  full  reports  of  all  information,  published  or 
known  to  or  which  should  reasonably  be  known  to 
the  applicant,  concerning  investigations  which  have 
been  made  to  show  whether  or  not  such  device  is 
safe  and  effective; 

(B)  a  full  statement  of  the  components,  ingredi- 
ents, and  properties  and  of  the  principle  or  princi- 
ples of  operation,  of  such  device ; 

(C)  a  full  description  of  the  methods  used  in,  and 
the  facilities  and  controls  used  for,  the  manufacture, 
processing,  and,  when  relevant,  packing  and  installa- 
tion of,  such  device ; 

(D)  an  identifying  reference  to  any  performance 
standard  under  section  514  which  would  be  applica- 
ble to  any  aspect  of  such  device  if  it  were  a  class  II 
device,  and  either  adequate  information  to  show  that 
such  aspect  of  such  device  fully  meets  such  per- 
formance standard  or  adequate  information  to  jus- 
tify any  deviation  from  such  standard ; 

(E)  such  samples  of  such  device  and  of  compo- 
nents thereof  as  the  Secretary  may  reasonably  re- 
quire, except  that  where  the  submission  of  such 
samples  is  impracticable  or  unduly  burdensome,  the 
requirement  of  this  subparagraph  may  be  met  by  the 
submission  of  complete  information  concerning  the 
location  of  one  or  more  such  devices  readily  avail- 
able for  examination  and  testing ; 

(F)  specimens  of  the  labeling  proposed  to  be  used 
for  such  device ;  and 

(G)  such  other  information  relevant  to  the  sub- 
ject matter  of  the  application  as  the  Secretary,  with 
the  concurrence  of  the  appropriate  panel  under  sec- 
tion 513,  may  require. 

(2)  Upon  receipt  of  an  application  meeting  the  re- 
quirements set  forth  in  paragraph  (1),  the  Secretary 
shall  refer  such  application  to  the  appropriate  panel 
under  section  513  for  study  and  for  submission  (within 
such  period  as  he  may  establish)  of  a  report  and  recom- 
mendation respecting  approval  of  the  application,  to- 
gether with  all  underlying  data  and  the  reasons  or  basis 
for  the  recommendation. 
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Action  on  an  Application  for  Premarket  Approval 

(d)  (1)  (A)  As  promptly  as  possible,  but  in  no  event 
later  than  one  hundred  and  eighty  days  after  the  receipt 
of  an  application  under  subsection  (c)  (except  as  pro- 
vided in  section  520(1)  (3)  (D)  (ii)  or  unless,  in  accord- 
ance with  subparagraph  (B)(i),  an  additional  period 
as  agreed  upon  by  the  Secretary  and  the  applicant),  the 
Secretary,  after  considering  the  report  and  recommenda- 
tion submitted  under  paragraph  (2)  of  such  subsection, 
shall — 

(i)  issue  an  order  approving  the  application  if  he 
finds  that  none  of  the  grounds  for  denying  approval 
specified  in  paragraph  (2)  of  this  subsection  applies ; 
or 

(ii)  deny  approval  of  the  application  if  he  finds 
(and  sets  forth  the  basis  for  such  finding  as  part 
of  or  accompanying  such  denial)  that  one  or  more 
grounds  for  denial  specified  in  paragraph   (2)   of 
this  subsection  apply. 
(B)  (i)   The  Secretary  may  not  enter  into  an  agree- 
ment to  extend  the  period  in  which  to  take  action  with 
respect  to  an  application  submitted  for  a  device  subject 
to  a  regulation  promulgated  under  subsection  (b)  unless 
he  finds  that  the  continued  availability  of  the  device  is 
necessary  for  the  public  health. 

(ii)  An  order  approving  an  application  for  a  device 
may  require  as  a  condition  to  such  approval  that  the 
sale  and  distribution  of  the  device  be  restricted  but  only 
to  the  extent  that  the  sale  and  distribution  of  a  device 
may  be  restricted  under  a  regulation  under  section 
520(e). 

(2)  The  Secretary  shall  deny  approval  of  an  applica- 
tion for  a  device  if,  upon  the  basis  of  the  information 
submitted  to  the  Secretary  as  part  of  the  application  and 
any  other  information  before  him  with  respect  to  such 
device,  the  Secretary  finds  that — 

(A)  there  is  a  lack  of  a  showing  of  reasonable  as- 
surance that  such  device  is  safe  under  the  conditions 
of  use  prescribed,  recommended,  or  suggested  iji  the 
the  proposed  labeling  thereof ; 

(B)  there  is  a  lack  of  a  showing  of  reasonable  as- 
surance that  the  device  is  effective  under  the  condi- 
tions of  use  prescribed,  recommended,  or  suggested 
in  the  proposed  labeling  thereof ; 

(C)  the  methods  used  in,  or  the  facilities  or  con- 
trols used  for,  the  manufacture,  processing,  packing, 
or  installation  of  such  device  do  not  conform  to  the 
requirements  of  section  520(f)  ; 

(D)  based  on  a  fair  evaluation  of  all  material 
facts,  the  proposed  labeling  is  false  or  misleading  in 
any  particular j  or 
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(E)  such  device  is  not  shown  to  conform  in  all  re- 
spects to  a  performance  standard  in  effect  under  sec- 
tion 514  compliance  with  which  is  a  condition  to 
approval  of  the  application  and  there  is  a  lack  of 
adequate  information  to  justify  the  deviation  from 
such  standard. 
Any  denial  of  an  application  shall,  insofar  as  the  Secre- 
tary determines  to  be  practicable,  be  accompanied  by  a 
statement  informing  the  applicant  of  the  measures  re- 
quired to  place-  such  application  in  approvable   form 
(which  measures  may  include  further  research  by  the 
applicant  in  accordance  with  one  or  more  protocols  pre- 
scribed by  the  Secretary) . 

(3)  An  applicant  whose  application  has  been  denied 
approval  may,  by  petition  filed  on  or  before  the  thirtieth 
day  after  the  date  upon  which  he  receives  notice  of  such 
denial,  obtain  review  thereof  in  accordance  with  either 
paragraph  (1)  or  (2)  of  subsection  (g),  and  any  inter- 
ested person  may  obtain  review,  in  accordance  with  para- 
graph (1)  or  (2)  of  subsection  (g),  of  an  order  of  the 
Secretary  approving  an  application. 

Withdrawal  of  Approval  of  Application 

(e)  (1)  The  Secretary  shall,  upon  obtaining,  where  ap- 
propriate, advice  on  scientific  matters  from  a  panel  or 
panels  under  section  513,  and  after  due  notice  and  op- 
portunity for  informal  hearing  to  the  holder  of  an  ap- 
proved application  for  a  device,  issue  an  order  withdraw- 
ing approval  of  the  application  if  the  Secretary  finds — 

(A)  that  such  device  is  unsafe  or  ineffective  under 
the  conditions  of  use  prescribed,  recommended,  or 
suggested  in  the  labeling  thereof ; 

(B)  on  the  basis  of  new  information  before  him 
with  respect  to  such  device,  evaluated  together  with 
the  evidence  available  to  him  when  the  application 
was  approved,  that  there  is  a  lack  of  a  showing  of 
reasonable  assurance  that  the  device  is  safe  or  effec- 
tive under  the  conditions  of  use  prescribed,  recom- 
mended, or  suggested  in  the  labeling  thereof; 

(C)  that  the  application  contained  or  was  accom- 
panied by  an  untrue  statement  of  a  material  fact ; 

(D)  that  the  applicant  (i)  has  failed  to  establish 
a  system  for  maintaining  records,  or  has  repeatedly 
or  deliberately  failed  to  maintain  records  or  to  make 
reports,  required  by  an  applicable  regulation  under 
section  519(a),  (ii)  has  refused  to  permit  access  to, 
or  copying  or  verification  of,  such  records  as  re- 
quired by  section  704,  or  (iii)  has  not  complied  with 
the  requirements  of  section  510 ; 

(E)  on  the  basis  of  new  information  before  him 
with  respect  to  such  device,  evaluated  together  with 
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the  evidence  before  him  when  the  application  was 
approved,  that  the  methods  used  in,  or  the  facilities 
and  controls  used  for,  the  manufacture,  processing, 
packing,  or  installation  of  such  device  do  not  con- 
form with  the  requirements  of  section  520(f)  and 
were  not  brought  into  conformity  with  such  require- 
ments within  a  reasonable  time  after  receipt  of  writ- 
ten notice  from  the  Secretary  of  nonconformity ; 

(F)  on  the  basis  of  new  information  before  him, 
evaluated  together  with  the  evidence  before  him 
when  the  application  was  approved,  that  the  labeling 
of  such  device,  based  on  a  fair  evaluation  of  all  mate- 
rial facts,  is  false  or  misleading  in  any  particular  and 
was  not  corrected  within  a  reasonable  time  after  re- 
ceipt of  written  notice  from  the  Secretary  of  such 
fact;  or 

(G)  on  the  basis  of  new  information  before  him, 
evaluated  together  with  the  evidence  before  him 
when  the  application  was  approved,  that  such  de- 
vice is  not  shown  to  conform  in  all  respects  to  a  per- 
formance standard  which  is  in  effect  under  section 
514  compliance  with  which  was  a  condition  to  ap- 
proval of  the  application  and  that  there  is  a  lack  of 
adequate  information  to  justify  the  deviation  from 
such  standard. 

(2)  The  holder  of  an  application  subject  to  an  order 
issued  under  paragraph  (1)  withdrawing  approval  of 
the  application  may,  by  petition  filed  on  or  before  the 
thirtieth  day  after  the  date  upon  which  he  receives  notice 
of  such  withdrawal,  obtain  review  thereof  in  accordance 
with  either  paragraph  (1)  or  (2)  of  subsection  (g). 

Product  Development  Protocol 

(f)  (1)  In  the  case  of  a  class  III  device  which  is  re- 
quired to  have  an  approval  of  an  application  submitted 
under  subsection  (c),  such  device  shall  be  considered  as 
having  such  an  approval  if  a  notice  of  completion  of  test- 
ing conducted  in  accordance  with  a  product  development 
protocol  approved  under  paragraph  (4)  has  been  de- 
clared completed  under  paragraph  (6). 

(2)  Any  person  may  submit  to  the  Secretary  a  pro- 
posed product  development  protocol  with  respect  to  a 
device.  Such  a  protocol  shall  be  accompanied  by  data 
supporting  it.  If,  within  thirty  days  of  the  receipt  of  such 
a  protocol,  the  Secretary  determines  that  it  appears  to 
be  appropriate  to  apply  the  requirements  of  this  subsec- 
tion to  the  device  with  respect  to  which  the  protocol  is 
submitted,  he  shall  refer  the  proposed  protocol  to  the 
appropriate  panel  under  section  513  for  its  recommenda- 
tion respecting  approval  of  the  protocol. 

(3)  A  proposed  product  development  protocol  for  a 
device  may  be  approved  only  if — 
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(A)  the  Secretary  determines  that  it  is  appropri- 
ate to  apply  the  requirements  of  this  subsection  to 
the  device  in  lieu  of  the  requirement  of  approval  of 
an  application  submitted  under  subsection  (c) ;  and 

(B)  the  Secretary  determines  that  the  proposed 
protocol  provides — 

(i)  a  description  of  the  device  and  the  changes 
which  may  be  made  in  the  device, 

(ii)  a  description  of  the  preclinical  trials  (if 
any)  of  the  device  and  a  specification  of  (I)  the 
the  results  from  such  trials  to  be  required  before 
the  commencement  of  clinical  trials  of  the  de- 
vice, and  (II)  any  permissible  variations  in  pre- 
clinical trials  and  the  results  therefrom, 

(iii)  a  description  of  the  clinical  trials  (if 
any)  of  the  device  and  a  specification  of  (I)  the 
results  from  such  trials  to  be  required  before  the 
filing  of  a  notice  of  completion  of  the  require- 
ments of  the  protocol,  and  (II)  any  permissible 
variations  in  such  trials  and  the  results  there- 
from, 

(iv)  a  description  of  the  methods  to  be  used 
in,  and  the  facilities  and  controls  to  be  used  for, 
the  manufacture,  processing,  and  when  rele- 
vant, packing  and  installation  of  the  device, 

(v)  an  identifying  reference  to  any  perform- 
ance standard  under  section  514  to  be  applicable 
to  any  aspect  of  such  device, 

(vi)  if  appropriate,  specimens  of  the  labeling 
proposed  to  be  used  for  such  device, 

(vii)  such  other  information  relevant  to  the 
subject  matter  of  the  protocol  as  the  Secretary, 
with  the  concurrence  of  the  appropriate  panel 
or  panels  under  section  513,  may  require,  and 

(viii)  a  requirement  for  submission  of  prog- 
ress reports  and,  when  completed,  records  of 
the  trials  conducted  under  the  protocol  which 
records  are  adequate  to  show  compliance  with 
the  protocol. 

(4)  The  Secretary  shall  approve  or  disapprove  a  pro- 
posed product  development  protocol  submitted  under 
paragraph  (2)  within  one  hundred  and  twenty  days  of 
its  receipt  unless  an  additional  period  is  agreed  upon  by 
the  Secretary  and  the  person  who  submitted  the  protocol. 
Approval  of  a  protocol  or  denial  of  approval  of  a  proto- 
col is  final  agency  action  subject  to  judicial  review  under 
chapter  7  of  title  5,  United  States  Code. 

(5)  At  any  time  after  a  product  development  protocol 
for  a  device  has  been  approved  pursuant  to  paragraph 
(4) ,  the  person  for  whom  the  protocol  was  approved  may 
submit  a  notice  of  completion — 

(A)  stating  (i)  his  determination  that  the  require- 
ments of  the  protocol  have  been  fulfilled  and  that, 


101 

to  the  best  of  his  knowledge,  there  is  no  reason  bear- 
ing on  safety  or  effectiveness  why  the  notice  of 
completion  should  not  become  effective,  and  (ii)  the 
data  and  other  information  upon  which  such  deter- 
mination was  made,  and 

(B)  setting  forth  the  results  of  the  trials  required 
by  the  protocol  and  all  the  information  required  by 
subsection  (c)  (1). 

(6)  (A)  The  Secretary  may,  after  providing  the  per- 
son who  has  an  approved  protocol  an  opportunity  for 
an  informal  hearing  and  at  any  time  prior  to  receipt 
of  notice  of  completion  of  such  protocol,  issue  a  final 
order  to  revoke  such  protocol  if  he  finds  that — 

(i)  such  person  has  failed  substantially  to  comply 
with  the  requirements  of  the  protocol. 

(ii)  the  results  of  the  trials  obtained  under  the 
protocol  differ  so  substantially  from  the  results  re- 
quired by  the  protocol  that  further  trials  cannot  be 
justified,  or 

(iii)  the  results  of  the  trials  conducted  under  the 
protocol  or  available  new  information  do  not  demon- 
strate that  the  device  tested  under  the  protocol  does 
not  present  an  unreasonable  risk  to  health  and  safety. 

(B)  After  the  receipt  of  a  notice  of  completion  of  an 
approved  protocol  the  Secretary  shall,  within  the  ninety- 
day  period  beginning  on  the  date  such  notice  is  received, 
by  order  either  declare  the  protocol  completed  or  declare 
it  not  completed.  An  order  declaring  a  protocol  not  com- 
pleted my  take  effect  only  after  the  Secretary  has  pro- 
vided the  person  who  has  the  protocol  opportunity  for 
an  informal  hearing  on  the  order.  Such  an  order  may  be 
issued  only  if  the  Secretary  finds — 

(i)  such  person  has  failed  substantially  to  comply 
with  the  requirements  of  the  protocol, 

(ii)  the  results  of  the  trials  obtained  under  the 
protocol  differ  substantially  from  the  results  re- 
quired by  the  protocol,  or 

(iii)  there  is  a  lack  of  a  showing  of  reasonable  as- 
surance of  the  safety  and  effectiveness  of  the  device 
under  the  conditions  of  use  prescribed,  recommend- 
ed, or  suggested  in  the  proposed  labeling  thereof. 

(C)  A  final  order  issued  under  subparagraph  (A)  or 
(B)  shall  be  in  writing  and  shall  contain  the  reasons  to 
support  the  conclusions  thereof. 

(7)  At  any  time  after  a  notice  of  completion  has  be- 
come effective,  the  Secretary  may  issue  an  order  (after 
due  notice  and  opportunity  for  an  informal  hearing  to 
the  person  for  whom  the  notice  is  effective)  revoking  the 
approval  of  a  device  provided  by  a  notice  of  completion 
which  has  become  effective  as  provided  in  subparagraph 
(B)  if  he  finds  that  any  of  the  grounds  listed  in  subpara- 
graphs (A)  through  (G)  of  subsection  (e)(1)  of  this 
section  apply.  Each  reference  in  such  subparagraphs  to 
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an  application  shall  be  considered  for  purposes  of  this 
paragraph  as  a  reference  to  a  protocol  and  the  notice  of 
completion  of  such  protocol,  and  each  reference  to  the 
time  when  an  application  was  approved  shall  be  consid- 
ered for  purposes  of  this  paragraph  as  a  reference  to  the 
time  when  a  notice  of  completion  took  effect. 

(8)  A  person  who  has  an  approved  protocol  subject 
to  an  order  issued  under  paragraph  (6)  (A)  revoking 
such  protocol,  a  person  who  has  an  approved  protocol 
with  respect  to  which  an  order  under  paragraph  (6)  (B) 
was  issued  declaring  that  the  protocol  had  not  been  com- 
pleted, or  a  person  subject  to  an  order  issued  under  para- 
graph (7)  revoking  the  approval  of  a  device  may,  by 
petition  filed  on  or  before  the  thirtieth  day  after  the  date 
upon  which  he  receives  notice  of  such  order,  obtain  review 
thereof  in  accordance  with  either  paragraph  (1)  or  (2) 
of  subsection  (g). 

Review 

(g)(1)   Upon  petition  for  review  of — 

(A)  an  order  under  subsection  (d)  approving  or 
denying  approval  of  an  application  or  an  order  un- 
der subsection  (e)  withdrawing  approval  of  an  ap- 
plication, or 

(B)  an  order  under  subsection  (f )  (6)  (A)  revok- 
ing an  approved  protocol,  under  subsection  (f)  (6) 
(B)  declaring  that  an  approved  protocol  has  not 
been  completed,  or  under  subsection  (f )  (7)  revoking 
the  approval  of  a  device, 

the  Secretary  shall,  unless  he  finds  the  petition  to  be  with- 
out good  cause  or  unless  a  petition  for  review  of  such 
order  has  been  submitted  under  paragraph  (2),  hold  a 
hearing,  in  accordance  with  section  554  of  title  5  of  the 
United  States  Code,  on  the  order.  The  panel  or  panels 
which  considered  the  application,  protocol,  or  device 
subject  to  such  order  shall  designate  a  member  to  appear 
and  testify  at  any  such  hearing  upon  request  of  the  Sec- 
retary, the  petitioner,  or  the  officer  conducting  the  hear- 
ing, but  this  requirement  does  not  preclude  any  other 
member  of  the  panel  or  panels  from  appearing  and  testi- 
fying at  any  such  hearing.  Upon  completion  of  such  hear- 
ing and  after  considering  the  record  established  in  such 
hearing,  the  Secretary  shall  issue  an  order  either  affirm- 
ing the  order  subject  to  the  hearing  or  reversing  such 
order  and,  as  appropriate,  approving  or  denying  approval 
of  the  application,  reinstating  the  application's  approval, 
approving  the  protocol,  or  placing  in  effect  a  notice  of 
completion. 

( 2 )  ( A )  Upon  petition  for  review  of — 

(i)  an  order  under  subsection  (d)  approving  or 
denying  approval  of  an  application  or  an  order  under 
subsection  (e)  withdrawing  approval  of  an  applica- 
tion, or 
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(ii)   an  order  under  subsection  (f )  (6)  (A)  revok- 
ing an  approved  protocol,  under  subsection  (f )  (6) 
(13)  declaring  that  an  approved  protocol  has  not 
been  completed,  or  under  subsection  (f )  (7)  revoking 
the  approval  of  a  device, 
the  Secretary  shall  refer  the  application  or  protocol  sub- 
ject to  the  order  and  the  basis  for  the  order  to  an  advisory 
committee  of  experts  established  pursuant  to  subpara- 
graph (B)  for  a  report  and  recommendation  with  respect 
to  the  order.  The  advisory  committee  shall,  after  inde- 
pendent study  of  the  data  and  information  furnished  to 
it  by  the  Secretary  and  other  data  and  information  before 
it,  submit  to  the  Secretary  a  report  and  recommendation, 
together  with  all  underlying  data  and  information  and  a 
statement  of  the  reasons  or  basis  for  the  recommendation. 
A  copy  of  such  report  shall  be  promptly  supplied  by  the 
Secretary  to  any  person  who  petitioned  for  such  referral 
to  the  advisory  committee. 

(B)  The  Secretary  shall  establish  advisory  committees 
(which  may  not  be  panels  under  section  513)  to  receive 
referrals  under  subparagraph  (A).  The  Secretary  shall 
appoint  as  members  of  any  such  advisory  committee  per- 
sons qualified  in  the  subject  matter  to  be  referred  to  the 
committee  and  of  appropriately  diversified  professional 
backgrounds,  except  that  the  Secretary  may  not  appoint 
to  such  a  committee  any  individual  who  is  in  the  regular 
full-time  employ  of  the  United  States  and  engaged  in  the 
administration  of  this  Act.  Members  of  an  advisory  com- 
mittee (other  than  officers  or  employees  of  the  United 
States) ,  while  attending  conferences  or  meetings  of  their 
committee  or  otherwise  serving  at  the  request  of  the  Sec- 
retary, shall  be  entitled  to  receive  compensation  at  rates 
to  be  fixed  by  the  Secretary  which  rates  may  not  exceed 
the  daily  equivalent  for  grade  GS-18  of  the  General 
Schedule  for  each  day  (including  traveltime)  they  are  so 
engaged ;  and  while  so  serving  away  from  their  homes  or 
regular  places  of  business  each  member  may  be  allowed 
travel  expenses,  including  per  diem  in  lieu  of  subsistence, 
as  authorized  by  section  5703  of  title  5  of  the  United 
States  Code  for  persons  in  the  Government  service  em- 
ployed intermittently.  The  Secretary  shall  designate  the 
chairman  of  an  advisory  committee  from  its  members. 
The  Secretary  shall  furnish  each  advisory  committee  with 
clerical  and  other  assistance,  and  shall  by  regulation  pre- 
scribe the  procedures  to  be  followed  by  each  such  com- 
mittee in  acting  on  referrals  made  under  subparagraph 
(A). 

(C)  The  Secretary  shall  make  public  the  report  and 
recommendation  made  by  an  advisory  committee  with  re- 
spect to  an  application  and  shall  by  order,  stating  the 
reasons  therefor,  either  affirm  the  order  referred  to  the 
advisory  committee  or  reverse  such  order  and,  if  appro- 
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priate,  approve  or  deny  approval  of  the  application,  rein- 
state the  application's  approval,  approve  the  protocol,  or 
place  in  effect  a  notice  of  completion. 

Service  of  Orders 

(h)  Orders  of  the  Secretary  under  this  section  shall 
be  served  (1)  in  person  by  any  officer  or  employee  of 
the  department  designated  by  the  Secretary,  or  (2)  by 
mailing  the  order  by  registered  mail  or  certified  mail 
addressed  to  the  applicant  at  his  last  known  address  in  the 
records  of  the  Secretary. 

BANNED    DEVICES 

General  Rule 

Sec.  516.  (a)  Whenever  the  Secretary  finds,  on  the 
basis  of  all  available  data  and  information  and  after  con- 
sultation with  the  appropriate  panel  or  panels  under  sec- 
tion 513,  that — 

(1)  a  device  intended  for  human  use  presents  sub- 
stantial deception  or  an  unreasonable  and  substantial 
risk  of  illness  or  injury ;  and 

(2)  in  the  case  of  substantial  deception  or  an  un- 
reasonable and  substantial  risk  of  illness  or  injury 
which  the  Secretary  determined  could  be  corrected  or 
eliminated  by  labeling  or  change  in  labeling  and  with 
respect  to  which  the  Secretary  provided  written  no- 
tice to  the  manufacturer  specifying  the  deception  or 
risk  of  illness  or  injury,  the  labeling  or  change  in 
labeling  to  correct  the  deception  or  eliminate  or  re- 
duce such  risk,  and  the  period  within  which  such  la- 
beling or  change  in  labeling  was  to  be  done,  such  la- 
beling or  change  in  labeling  was  not  done  within 
such  period ; 

he  may  initiate  a  proceeding  to  promulgate  a  regulation 
to  make  such  device  a  banned  device.  The  Secretary  shall 
afford  all  interested  persons  opportunity  for  an  informal 
hearing  on  a  regulation  proposed  under  this  subsection. 

Special  Effective  Date 

(b)  The  Secretary  may  declare  a  proposed  regulation 
under  subsection  (a)  to  be  effective  upon  its  publication 
in  the  Federal  Register  and  until  the  effective  date  of  any 
final  action  taken  respecting  such  regulation  if  (1)  he  de- 
termines, on  the  basis  of  all  available  data  and  informa- 
tion, that  the  deception  or  risk  of  illness  or  injury  asso- 
ciated with  the  use  of  the  device  which  is  subject  to  the 
regulation  presents  an  unreasonable,  direct,  and  substan- 
tial danger  to  the  health  of  individuals,  and  (2)  before 
the  date  of  the  publication  of  such  regulation,  the  Secre- 
tary notifies  the  manufacturer  of  such  device  that  such 
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regulation  is  to  be  made  so  effective.  If  the  Secretary 
makes  a  proposed  regulation  so  effective,  he  shall,  as  expe- 
ditiously as  possible,  give  interested  persons  prompt 
notice  of  his  action  under  this  subsection,  provide  reason- 
able opportunity  for  an  informal  hearing  on  the  proposed 
regulation,  and  either  affirm,  modify,  or  revoke  such 
proposed  regulation. 

JUDICIAL    REVIEW 

Application  of  Section 

Sec.  517.  (a)  Not  later  than  thirty  days  after — 

(1)  the  promulgation  of  a  regulation  under  sec- 
tion 513  classifying  a  device  in  class  I  or  changing 
the  classification  of  a  device  to  class  I  or  an  order  un- 
der subsection  (f )  (2)  of  such  section  reclassifying  a 
device  or  denying  a  petition  for  reclassification  of  a 
device, 

(2)  the  promulgation  of  a  regulation  under  section 
514  establishing,  amending,  or  revoking  a  perform- 
ance standard  for  a  device, 

(3)  the  issuance  of  an  order  under  section  514(b) 
(2)  or  515  (b)  (2)  (B)  denying  a  request  for  reclassi- 
fication of  a  device, 

(4)  the  promulgation  of  a  regulation  under  para- 
graph (3)  of  section  515(b)  requiring  a  device  to 
have  an  approval  of  a  premarket  application,  a  regu- 
lation under  paragraph  (4)  of  that  section  amend- 
ing or  revoking  a  regulation  under  paragraph  (3), 
or  an  order  pursuant  to  section  515(g)  (1)  or  515(g) 
(2)(C), 

(5)  the  promulgation  of  a  regulation  under  sec- 
tion 516  (other  than  a  proposed  regulation  made 
effective  under  subsection  (b)  of  such  section  upon 
the  regulation's  publication)  making  a  device  a 
banned  device, 

(6)  the  issuance  of  an  order  under  section  520(f) 
(2),  or 

(7)  an  order  under  section  520(g)  (4)  disapprov- 
ing an  application  for  an  exemption  of  a  device  for 
investigational  use  or  an  order  under  section  520(g) 
(5)   withdrawing  such  an  exemption  for  a  device, 

any  person  adversely  affected  by  such  regulation  or  order 
may  file  a  petition  with  the  United  States  Court  of  Ap- 
peals for  the  District  of  Columbia  or  for  the  circuit 
wherein  such  person  resides  or  has  his  principal  place  of 
business  for  judicial  review  of  such  regulation  or  order. 
A  copy  of  the  petition  shall  be  transmitted  by  the  clerk 
of  the  court  to  the  Secretary  or  other  officer  designated 
by  him  for  that  purpose.  The  Secretary  shall  file  in  the 
court  the  record  of  the  proceedings  on  which  the  Secre- 
tary based  his  regulation  or  order  as  provided  in  sec- 
tion 2112  of  title  28,  United  States  Code.  For  purposes 
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of  this  section,  the  term  "record"  means  all  notices  and 
other  matter  published  in  the  Federal  Register  with 
respect  to  the  regulation  or  order  reviewed,  all  informa- 
tion submitted  to  the  Secretary  with  respect  to  such  reg- 
ulation or  order,  proceedings  of  any  panel  or  advisory 
committee  with  respect  to  such  regulation  or  order,  any 
hearing  held  with  respect  to  such  regulation  or  order, 
and  any  other  information  identified  by  the  Secretary, 
in  the  administrative  proceeding  held  with  respect  to 
such  regulation  or  order,  as  being  relevant  to  such  regu- 
lation or  order. 

Additional  Data,  Views,  and  Arguments 

(b)  If  the  petitioner  applies  to  the  court  for  leave  to 
adduce  additional  data,  views,  or  arguments  respecting 
the  regulation  or  order  being  reviewed  and  shows  to 
the  satisfaction  of  the  court  that  such  additional  data, 
views,  or  arguments  are  material  and  that  there  were 
reasonable  grounds  for  the  petitioner's  failure  to  adduce 
such  data,  views,  or  arguments  in  the  proceedings  before 
the  Secretary,  the  court  may  order  the  Secretary  to  pro- 
vide additional  opportunity  for  the  oral  presentation  of 
data,  views,  or  arguments  and  for  written  submissions. 
The  Secretary  may  modify  his  findings,  or  make  new 
findings  by  reason  of  the  additional  data,  views,  or  argu- 
ments so  taken  and  shall  file  with  the  court  such  modified 
or  new  findings,  and  his  recommendation,  if  any,  for  the 
modification  or  setting  aside  of  the  regulation  or  order 
being  reviewed,  with  the  return  of  such  additional  data, 
views,  or  arguments. 

Standard  for  Review 

(c)  Upon  the  filing  of  the  petition  under  subsection 
(a)  of  this  section  for  judicial  review  of  a  regulation  or 
order,  the  court  shall  have  jurisdiction  to  review  the 
regulation  or  order  in  accordance  with  chapter  7  of  title 
5.  United  States  Code,  and  to  grant  appropriate  relief, 
including  interim  relief,  as  provided  in  such  chapter.  A 
regulation  described  in  paragraph  (2)  or  (5)  of  sub- 
section (a)  and  an  order  issued  after  the  review  pro- 
vided by  section  515(g)  shall  not  be  affirmed  if  it  is 
found  to  be  unsupported  by  substantial  evidence  on  the 
record  taken  as  a  whole. 

Finality  of  Judgments 

(d)  The  judgment  of  the  court  affirming  or  setting 
aside,  in  whole  or  in  part,  any  regulation  or  order  shall 
be  final,  subject  to  review  by  the  Supreme  Court  of  the 
United  States  upon  certiorari  or  certification,  as  pro- 
vided in  section  1254  of  title  28  of  the  United  States  Code. 
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Other  Remedies 

(e)  The  remedies  provided  for  in  this  section  shall  be 
in  addition  to  and  not  in  lieu  of  any  other  remedies  pro- 
vided by  law. 

Statement  of  Reasons 

(f)  To  facilitate  judicial  review  under  this  section  or 
under  any  other  provision  of  law  of  a  regulation  or  order 
issued  under  section  513,  514,  515,  516,  518,  519,  520,  or 
521  each  such  regulation  or  order  shall  contain  a  state- 
ment of  the  reasons  for  its  issuance  and  the  basis,  in  the 
record  of  the  proceedings  held  in  connection  with  its  issu- 
ance, for  its  issuance. 

NOTIFICATION   AND    OTHER   REMEDIES 

Notification 

Sec.  518.  (a)  If  the  Secretary  determines  that — 

(1)  a  device  intended  for  human  use  which  is  in- 
troduced or  delivered  for  introduction  into  inter- 
state commerce  for  commercial  distribution  presents 
an  unreasonable  risk  of  substantial  harm  to  the  pub- 
lic health,  and 

(2)  notification  under  this  subsection  is  necessary 
to  eliminate  the  unreasonable  risk  of  such  harm  and 
no  more  practicable  means  is  available  under  the 
provisions  of  this  Act  (other  than  this  section)  to 
eliminate  such  risk, 

the  Secretary  may  issue  such  order  as  may  be  necessary  to 
assure  that  adequate  notification  is  provided  in  an  ap- 
propriate form,  by  the  persons  and  means  best  suited 
under  the  circumstances  involved,  to  all  health  profes- 
sionals who  prescribe  or  use  the  device  and  to  any  other 
person  (including  manufacturers,  importers,  distributors, 
retailers,  and  device  users)  who  should  properly  receive 
such  notification  in  order  to  eliminate  such  risk.  An  order 
under  this  subsection  shall  require  that  the  individuals 
subject  to  the  risk  with  respect  to  which  the  order  is  to  be 
issued  be  included  in  the  persons  to  be  notified  of  the 
risk  unless  the  Secretary  determines  that  notice  to  such 
individuals  would  present  a  greater  danger  to  the  health 
of  such  individuals  than  no  such  notification.  If  the  Sec- 
retary makes  such  a  determination  with  respect  to  such 
individuals,  the  order  shall  require  that  the  health  pro- 
fessionals who  prescribe  or  use  the  device  provide  for  the 
notification  of  the  individuals  whom  the  health  profes- 
sionals treated  with  the  device  of  the  risk  presented  by  the 
device  and  of  any  action  which  may  be  taken  by  or  on  be- 
half of  such  individuals  to  eliminate  or  reduce  such  risk. 
Before  issuing  an  order  under  this  subsection,  the  Secre- 
tary shall  consult  with  the  persons  who  are  to  give  notice 
under  the  order. 
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Repair,  Replacement,  or  Refund 

(b)(1)(A)  If,  after  affording  opportunity  for  an  in- 
formal hearing,  the  Secretary  determines  that — 

(i)  a  device  intended  for  human  use  which  is  in- 
troduced or  delivered  for  introduction  into  interstate 
commerce  for  commercial  distribution  presents  an 
unreasonable  risk  of  substantial  harm  to  the  public 
health. 

(ii)  there  are  reasonable  grounds  to  believe  that 
the  device  _was  not  properly  designed  and  manu- 
factured with  reference  to  the  state  of  the  art  as  it 
existed  at  the  time  of  its  design  and  manufacture, 
(iii)  there  are  reasonable  grounds  to  believe  that 
the  unreasonable  risk  was  not  caused  by  failure  of  a 
person  other  than  a  manufacturer,  importer,  distrib- 
utor, or  retailer  of  the  device  to  exercise  due  care  in 
the  installation,  maintenance,  repair,  or  use  of  the 
device,  and 

(iv)  the  notification  authorized  by  subsection  (a) 
would  not  by  itself  be  sufficient  to  eliminate  the 
unreasonable  risk  and  action  described  in  paragraph 
(2)  of  this  subsection  is  necessary  to  eliminate  such 
risk, 
the  Secretary  may  order  the  manufacturer,  importer,  or 
any  distributor  of  such  device,  or  any  combination  of 
such  persons,  to  submit  to  him  within  a  reasonable  time 
a  plan  for  taking  one  or  more  of  the  actions  described  in 
paragraph  (2).  An  order  issued  under  the  preceding 
sentence  which  is  directed  to  more  than  one  person  shall 
specify  which  person  may  decide  which  action  shall  be 
taken  under  such  plan  and  the  person  specified  shall  be 
the  person  who  the  Secretary  determines  bears  the  prin- 
cipal, ultimate  financial  responsibility  for  action  taken 
under  the  plan  unless  the  Secretary  cannot  determine 
who  bears  such  responsibility  or  the  Secretary  determines 
that  the  protection  of  the  public  health  requires  that  such 
decision  be  made  by  a  person  (including  a  device  user  or 
health  professional)  other  than  the  person  he  deter- 
mines bears  such  responsibility. 

(B)  The  Secretary  shall  approve  a  plan  submitted 
pursuant  to  an  order  issued  under  subparagraph  (A) 
unless  he  determines  (after  affording  opportunity  for  an 
informal  hearing)  that  the  action  or  actions  to  be  taken 
under  the  plan  or  the  manner  in  which  such  action  or 
actions  are  to  be  taken  under  the  plan  will  not  assure 
that  the  unreasonable  risk  with  respect  to  which  such 
order  was  issued  will  be  eliminated.  If  the  Secretary 
disapproves  a  plan,  he  shall  order  a  revised  plan  to  be 
submitted  to  him  within  a  reasonable  time.  If  the  Secre- 
tary determines  (after  affording  opportunity  for  an  in- 
formal hearing)  that  the  revised  plan  is  unsatisfactory  or 
if  no  revised  plan  or  no  initial  plan  has  been  submitted 
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to  the  Secretary  within  the  prescribed  time,  the  Secretary 
shall  (i)  prescribe  a  plan  to  be  carried  out  by  the  person 
or  persons  to  whom  the  order  issued  under  subparagraph 
(A)  was  directed,  or  (ii)  after  affording  an  opportunity 
for  an  informal  hearing,  by  order  prescribe  a  plan  to  be 
carried  out  by  a  person  who  is  a  manufacturer,  importer, 
distributor,  or  retailer  of  the  device  with  respect  to  which 
the  order  was  issued  but  to  whom  the  order  under  sub- 
paragraph (A)  was  not  directed. 

(2)  The  actions  which  may  be  taken  under  a  plan 
submitted  under  an  order  issued  under  paragraph  (1) 
are  as  follows : 

(A)  To  repair  the  device  so  that  it  does  not  pre- 
sent the  unreasonable  risk  of  substantial  harm  with 
respect  to  which  the  order  under  paragraph  (1)  was 
issued. 

(B)  To  replace  the  device  with  a  like  or  equivalent 
device  which  is  in  conformity  with  all  applicable 
requirements  of  this  Act. 

(C)  To  refund  the  purchase  price  of  the  device 
(less  a  reasonable  allowance  for  use  if  such  device 
has  been  in  the  possession  of  the  device  user  for 
one  year  or  more — 

(i)  at  the  time  of  notification  ordered  under 
subsection  (a),  or 

(ii)  at  the  time  the  device  user  receives  actual 
notice  of  the  unreasonable  risk  with  respect  to 
which  the  order  was  issued  under  paragraph 

.(i), 

whichever  first  occurs) . 

(3)  No  charge  shall  be  made  to  any  person  (other  than 
a  manufacturer,  importer,  distributor  or  retailer)  for 
availing  himself  of  any  remedy,  described  in  paragraph 
(2)  and  provided  under  an  order  issued  under  paragraph 
(1),  and  the  person  subject  to  the  order  shall  reimburse 
each  person  (other  than  a  manufacturer,  importer,  dis- 
tributor, or  retailer)  who  is  entitled  to  such  a  remedy 
for  any  reasonable  and  foreseeable  expenses  actually  in- 
curred by  such  person  in  availing  himself  of  such  remedy. 

Reimbursement 

(c)  An  order  issued  under  subsection  (b)  with  respect 
to  a  device  may  require  any  person  who  is  a  manufac- 
turer, importer,  distributor,  or  retailer  of  the  device  to 
reimburse  any  other  person  who  is  a  manufacturer,  im- 
porter, distributor,  or  retailer  of  such  device  for  such 
other  person's  expenses  actually  incurred  in  connection 
with  carrying  out  the  order  if  the  Secretary  determines 
such  reimbursement  is  required  for  the  protection  of  the 
public  health.  Any  such  requirement  shall  not  affect  any 
rights  or  obligations  under  any  contract  to  which  the 
person  receiving  reimbursement  or  the  person  making 
such  reimbursement  is  a  party. 
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Effect  on  Other  Liability 

(d)  Compliance  with  an  order  issued  under  this  sec- 
tion shall  not  relieve  any  person  from  liability  under 
Federal  or  State  law.  In  awarding  damages  for  economic 
loss  in  an  action  brought  for  the  enforcement  of  any  such 
liability,  the  value  to  the  plaintiff  in  such  action  of  any 
remedy  provided  him  under  such  order  shall  be  taken  into 
account. 

RECORDS   AND   REPORTS   ON    DEVICES 

General  Kule 

Sec.  519.  (a)  Every  person  who  is  a  manufacturer,  im- 
porter, or  distributor  of  a  device  intended  for  human  use 
shall  establish  and  maintain  such  records,  make  such  re- 

Eorts,  and  provide  such  information,  as  the  Secretary  may 
y  regulation  reasonably  require  to  assure  that  such  de- 
vice is  not  adulterated  or  misbranded  and  to  otherwise 
assure  its  safety  and  effectiveness.  Regulations  prescribed 
under  the  preceding  sentence — 

(1)  shall  not  impose  requirements  unduly  burden- 
some to  a  device  manufacturer,  importer,  or  distribu- 
tor taking  into  account  his  cost  of  complying  with 
such  requirements  and  the  need  for  the  protection 
of  the  public  health  and  the  implementation  of  this 
Act; 

(2)  which  prescribe  the  procedure  for  making  re- 
quests for  reports  or  information  shall  require  that 
each  request  made  under  such  regulations  for  sub- 
mission of  a  report  or  information  to  the  Secretary 
state  the  reason  or  purpose  for  such  request  and 
identify  to  the  fullest  extent  practicable  such  report 
or  information ; 

(3)  which  require  submission  of  a  report  or  in- 
formation to  the  Secretary  shall  state  the  reason  or 
purpose  for  the  submission  of  such  report  or  infor- 
mation and  identify  to  the  fullest  extent  practicable 
such  report  or  information ; 

(4)  may  not  require  that  the  identity  of  any  pa- 
tient be  disclosed  in  records,  reports,  or  information 
required  under  this  subsection  unless  required  for 
the  medical  welfare  of  an  individual,  to  determine 
the  safety  or  effectiveness  of  a  device,  or  to  verify 
a  record,  report,  or  information  submitted  under  this 
Act;  and 

(5)  may  not  require  a  manufacturer,  importer,  or 
distributor  of  a  class  I  device  to — 

(A)  maintain  for  such  a  device  records  re- 
specting information  not  in  the  possession  of  the 
manufacturer,  importer,  or  distributor,  or 
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(B)  to  submit  for  such  a  device  to  the  Sec- 
retary any  report  or  information — 

(i)  not  in  the  possession  of  the  manufac- 
turer, importer,  or  distributor,  or 
(ii)  on  a  periodic  basis, 
unless  such  report  or  information  is  necessary  to  de- 
termine if  the  device  should  be  reclassified  or  if  the 
device  is  adulterated  or  misbranded. 
In  prescribing  such  regulations,  the  Secretary  shall  have 
due  regard  for  the  professional  ethics  of  the  medical  pro- 
fession and  the  interests  of  patients.  The  prohibitions  of 
paragraph  (4)  of  this  subsection  continue  to  apply  to 
records,  reports,  and  information  concerning  any  indi- 
vidual who  has  been  a  patient,  irrespective  of  whether 
or  when  he  ceases  to  be  a  patient. 

Persons  Exempt 

(b)    Subsection  (a)  shall  not  apply  to — 

(1)  any  practitioner  who  is  licensed  by  law  to 
prescribe  or  administer  devices  intended  for  use  in 
humans  and  who  manufactures  or  imports  devices 
solely  for  use  in  the  course  of  his  professional  prac- 
tice; 

(2)  any  person  who  manufactures  or  imports  de- 
vices intended  for  use  in  humans  solely  for  such  per- 
son's use  in  research  or  teaching  and  not  for  sale 
(including  any  person  who  uses  a  device  under  an 

exemption  granted  under  section  520(g)) ;  and 

(3)  any  other  class  of  persons  as  the  Secretary  may 
by  regulation  exempt  from  subsection  (a)  upon  a 
finding  that  compliance  with  the  requirements  of 
such  subsection  by  such  class  with  respect  to  a  de- 
vice is  not  necessary  to  (A)  assure  that  a  device  is 
not  adulterated  or  misbranded  or  (B)  otherwise  to 
assure  its  safety  and  effectiveness. 

GENERAL  PROVISIONS   RESPECTING  CONTROL   OF  DEVICES 
INTENDED   FOR   HUMAN   USE 

General  Rule 

Sec.  520.  (a)  Any  requirement  authorized  by  or  under 
section  501,  502,  510,  or  519  applicable  to  a  device  intend- 
ed for  human  use  shall  apply  to  such  device  until  the  ap- 
plicability of  the  requirement  to  the  device  has  been 
changed  by  action  taken  under  section  513,  514,  or  515 
or  under  subsection  (g)  of  this  section,  and  any  require- 
ment established  by  or  under  section  501,  502,  510,  or  519 
which  is  inconsistent  with  a  requirement  imposed  on  such 
device  under  section  514  or  515  or  under  subsection  (g) 
of  this  section  shall  not  apply  to  such  device. 
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Custom  Devices 

(b)  Sections  514  and  515  do  not  apply  to  any  device 
which,  in  order  to  comply  with  the  order  of  an  individual 
physician  or  dentist  (or  any  other  specially  qualified  per- 
son designated  under  regulations  promulgated  by  the 
Secretary  after  an  opportunity  for  an  oral  hearing) 
necessarily  deviates  from  an  otherwise  applicable  per- 
formance standard  or  requirement  prescribed  by  or 
under  section  515  if  (1)  the  device  is  not  generally  avail- 
able in  finished  form  for  purchase  or  for  dispensing 
upon  prescription  and  is  not  offered  through  labeling  or 
advertising  by  the  manufacturer,  importer,  or  distribu- 
tor thereof  for  commercial  distribution,  and  (2)  such 
device — 

(A)  (i)  is  intended  for  use  by  an  individual  pa- 
tient named  in  such  order  of  such  physician  or  den- 
tist (or  other  specially  qualified  person  so  desig- 
nated) and  is  to  be  made  in  a  specific  form  for  such 
patient,  or 

(ii)  is  intended  to  meet  the  special  needs  of  such 
physician  or  dentist  (or  other  specially  qualified  per- 
son so  designated)  in  the  course  of  the  professional 
practice  of  such  physician  or  dentist  (or  other  spe- 
cially qualified  person  so  designated),  and 

(B)  is  not  generally  available  to  or  generally  used 
by  other  physicians  or  dentists  (or  other  specially 
qualified  persons  so  designated). 

Trade  Secrets 

(c)  Any  information  reported  to  or  otherwise  obtained 
by  the  Secretary  or  his  representative  under  section  513, 
514,  515,  516,  518,  519,  or  704  or  under  subsection  (f)  or 
(g)  of  this  section  which  is  exempt  from  disclosure  pur- 
suant to  subsection  (a)  of  section  552  of  title  5,  United 
States  Code,  by  reason  of  subsection  (b)  (4)  of  such  sec- 
tion shall  be  considered  confidential  and  shall  not  be  dis- 
closed and  may  not  be  used  by  the  Secretary  as  the  basis 
for  the  reclassification  of  a  device  under  section  513  from 
class  III  to  class  II  or  as  the  basis  for  the  establishment 
or  amendment  of  a  performance  standard  under  section 
514  for  a  device  reclassified  from  class  III  to  class  II,  ex- 
cept that  such  information  may  be  disclosed  to  other  of- 
ficers or  employees  concerned  with  carrying  out  this  Act 
or  when  relevant  in  any  proceeding  under  this  Act  (other 
than  section  513  or  514  thereof) . 

Notices  and  Findings 

(d)  Each  notice  of  proposed  rulemaking  under  section 
513,  514,  515,  516,  518,  or  519,  or  under  this  section,  any 
other  notice  which  is  published  in  the  Federal  Register 
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with  respect  to  any  other  action  taken  under  any  such 
section  and  which  states  the  reasons  for  such  action,  and 
each  publication  of  findings  required  to  be  made  in  con- 
nection with  rulemaking  under  any  such  section  shall  set 
forth— 

(1)  the  manner  in  which  interested  persons  may 
examine  data  and  other  information  on  which  the 
notice  or  findings  is  based,  and 

(2)  the  period  within  which  interested  persons 
may  present  their  comments  on  the  notice  or  findings 
(including  the  need  therefor)  orally  or  in  writing, 
which  period  shall  be  at  least  sixty  days  but  may  not 
exceed  ninety  days  unless  the  time  is  extended  by  the 
Secretary  by  a  notice  published  in  the  Federal  Reg- 
ister stating  good  cause  therefor. 

Restricted  Devices 

(e)  (1)  The  Secretary  may  by  regulation  require  that  a 
device  be  restricted  to  sale,  distribution,  or  use — 

(A)  only  upon  the  written  or  oral  authorization  of 
a  practitioner  licensed  by  law  to  administer  or  use 
such  device,  or 

(B)  upon  such  other  conditions  as  the  Secretary 
may  prescribe  in  such  regulation, 

if,  because  of  its  potentiality  for  harmful  effect  or  the 
collateral  measures  necessary  to  its  use,  the  Secretary  de- 
termines that  there  cannot  otherwise  be  reasonable  assur- 
ance of  its  safety  and  effectiveness.  No  condition  pre- 
scribed under  subparagraph  (B)  may  restrict  the  use  of 
a  device  to  persons  with  specific  training  or  experience  in 
its  use  or  to  persons  for  use  in  certain  facilities  unless  the 
Secretary  determines  that  such  a  restriction  is  required 
for  the  safe  and  effective  use  of  the  device.  No  such  condi- 
tion may  exclude  a  person  from  using  a  device  solely  be- 
cause the  person  does  not  have  the  training  or  experience 
to  make  him  eligible  for  certification  by  a  certifying 
board  recognized  by  the  American  Board  of  Medical 
Specialties  or  has  not  been  certified  by  such  a  Board.  A 
device  subject  to  a  regulation  under  this  subsection  is  a 
restricted  device. 

(2)  The  label  of  a  restricted  device  shall  bear  such  ap- 
propriate statements  of  the  restrictions  required  by  a  reg- 
ulation under  paragraph  (1)  as  the  Secretary  may  in  such 
regulation  prescribe. 

Good  Manufacturing  Practice  Requirements 

(f )  (1)  (A)  The  Secretary  may,  in  accordance  with  sub- 
paragraph (B),  prescribe  regulations  requiring  that  the 
methods  used  in,  and  the  facilities  and  controls  used  for, 
the  manufacture,  packing,  storage,  and  installation  of  a 
device  conform  to  current  good  manufacturing  practice, 
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as  prescribed  in  such  regulations,  to  assure  that  the  device 
will  be  safe  and  effective  and  otherwise  in  compliance 
with  this  Act. 

(B)  Before  the  Secretary  may  promulgate  any  regula- 
tion under  subparagraph  (A)  he  shall — 

(i)  afford  the  advisory  committee  established 
under  paragraph  (3)  an  opportunity  to  submit  rec- 
ommendations to  him  with  respect  to  the  regulation 
proposed  to  be  promulgated,  and 

(ii)  afford  opportunity  for  an  oral  hearing. 
The  Secretary  .shall  provide  the  advisory  committee  a 
reasonable  time  to  make  its  recommendation  with  respect 
to  proposed  regulations  under  subparagraph  (A). 

(2)  (A)  Any  person  subject  to  any  requirement  pre- 
scribed by  regulations  under  paragraph  (1)  may  petition 
the  Secretary  for  an  exemption  or  variance  from  such 
requirement.  Such  a  petition  shall  be  submitted  to  the 
Secretary  in  such  form  and  manner  as  he  shall  prescribe 
and  shall — 

(i)  in  the  case  of  a  petition  for  an  exemption  from 
a  requirement,  set  forth  the  basis  for  the  petitioner's 
determination  that  compliance  with  the  requirement 
is  not  required  to  assure  that  the  device  will  be  safe 
and  effective  and  otherwise  in  compliance  with  this 
Act, 

(ii)  in  the  case  of  a  petition  for  a  variance  from  a 
requirement,  set  forth  the  methods  proposed  to  be 
used  in,  and  the  facilities  and  controls  proposed  to  be 
used  for,  the  manufacture,  packing,  storage,  and  in- 
stallation of  the  device  in  lieu  of  the  methods,  facili- 
ties, and  controls  prescribed  by  the  requirement,  and 
(iii)  contain  such  other  information  as  the  Secre- 
tary shall  prescribe. 

(B)  The  Secretary  may  refer  to  the  advisory  commit- 
tee established  under  paragraph  (3)  any  petition  sub- 
mitted under  subparagraph  ( A) .  The  advisory  committee 
shall  report  its  recommendations  to  the  Secretary  with 
respect  to  a  petition  referred  to  it  within  sixty  days  of 
the  date  of  the  petition's  referral.  Within  sixty  days 
after — 

(i)  the  date  the  petition  was  submitted  to  the  Sec- 
retary under  subparagraph  ( A) ,  or 

(ii)  tif  the  petition  was  referred  to  an  advisory 

committee,  the  expiration  of  the  sixty-day  period 

beginning  on  the  date  the  petition  was  referred  to  the 

advisory  committee, 

whichever  occurs  later,  the  Secretary  shall  by  order  either 

deny  the  petition  or  approve  it. 

(C)  The  Secretary  may  approve — 

(i)  a  petition  for  an  exemption  for  a  device  from  a 
requirement  if  he  determines  that  compliance  with 
such  requirement  is  not  required  to  assure  that  the 


115 

device  will  be  safe  and  effective  and  otherwise  in  com- 
pliance with  this  Act,  and 

(ii)  a  petition  for  a  variance  for  a  device  from  a 
requirement  if  he  determines  that  the  methods  to  be 
used  in,  and  the  facilities  and  controls  to  be  used  for, 
the  manufacture,  packing,  storage,  and  installation 
of  the  device  in  lieu  of  the  methods,  controls,  and 
facilities  prescribed  by  the  requirement  are  sufficient 
to  assure  that  the  device  will  be  safe  and  effective  and 
otherwise  in  compliance  with  this  Act. 
An  order  of  the  Secretary  approving  a  petition  for  a  vari- 
ance  shall    prescribe    such    conditions    respecting   the 
methods  used  in,  and  the  facilities  and  controls  used  for, 
the  manufacture,  packing,  storage,  and  installation  of  the 
device  to  be  granted  the  variance  under  the  petition  as 
may  be  necessary  to  assure  that  the  device  will  be  safe  and 
effective  and  otherwise  in  compliance  with  this  Act. 

(D)  After  the  issuance  of  an  order  under  subpara- 
graph (B)  respecting  a  petition,  the  petitioner  shall  have 
an  opportunity  for  an  informal  hearing  on  such  order. 

(3)  The  Secretary  shall  establish  an  advisory  commit- 
tee for  the  purpose  of  advising  and  making  recommenda- 
tions to  him  with  respect  to  regulations  proposed  to  be 
promulgated  under  paragraph  (1)  (A)  and  the  approval 
or  disapproval  of  petitions  submitted  under  paragraph 
(2).  The  advisory  committee  shall  be  composed  of  nine 
members  as  follows : 

(A)  Three  of  the  members  shall  be  appointed 
from  persons  who  are  officers  or  employees  of  any 
State  or  local  government  or  of  the  Federal  Govern- 
ment. 

(B)  Two  of  the  members  shall  be  appointed  from 
persons  who  are  representative  of  interests  of  the  de- 
vice manufacturing  industry;  two  of  the  members 
shall  be  appointed  from  persons  who  are  representa- 
tive of  the  interests  of  physicians  and  other  health 
professionals ;  and  two  of  the  members  shall  be  repre- 
sentative of  the  interests  of  the  general  public. 

Members  of  the  advisory  committee  who  are  not  officers 
or  employees  of  the  United  States,  while  attending  con- 
ferences or  meetings  of  the  committee  or  otherwise  en- 
gaged in  its  business,  shall  be  entitled  to  receive  compen- 
sation at  rates  to  be  fixed  by  the  Secretary,  which  rates 
may  not  exceed  the  daily  equivalent  of  the  rate  in  effect 
for  grade  GS-18  of  the  General  Schedule,  for  each  day 
(including  traveltime)  they  are  so  engaged;  and  while 
so  serving  away  from  their  homes  or  regular  places  of 
business  each  member  may  be  allowed  travel  expenses, 
including  per  diem  in  lieu  of  subsistence,  as  authorized 
by  section  5703  of  title  5  of  the  United  States  Code  for 
persons  in  the  Government  service  employed  intermit- 
tently. The  Secretary  shall  designate  one  of  the  members 
of  the  advisory  committee  to  serve  as  its  chairman.  The 
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Secretary  shall  furnish  the  advisory  committee  with 
clerical  and  other  assistance.  Section  14  of  the  Federal 
Advisory  Committee  Act  shall  not  apply  with  respect 
to  the  duration  of  the. advisory  committee  established 
under  this  paragraph. 

Exemption  for  Devices  for  Investigational  Use 

(g)  (1)  It  is  the  purpose  of  this  subsection  to  encourage 
to  the  extent  consistent  with  the  protection  of  the  pub- 
lic health  and  safety  and  with  ethical  standards,  the 
discovery  and  development  of  useful  devices  intended 
for  human  use  and  to  that  end  to  maintain  optimum  free- 
dom for  scientific  investigators  in  their  pursuit  of  that 
purpose. 

(2)  (A)  The  Secretary  shall,  within  the  one  hundred 
and  twenty-day  period  beginning  on  the  date  of  the  en- 
actment of  this  section,  by  regulation  prescribe  procedures 
and  conditions  under  which  devices  intended  for  human 
use  may  upon  application  be  granted  an  exemption  from 
the  requirements  of  section  502,  510,  514,  515,  516,  519, 
or  706  or  subsection  (e)  or  (f)  of  this  section  or  from 
any  combination  of  such  requirements  to  permit  the  in- 
vestigational use  of  such  devices  by  experts  qualified  by 
scientific  training  and  experience  to  investigate  the  safety 
and  effectiveness  of  such  devices. 

(B)  The  conditions  prescribed  pursuant  to  subpara- 
graph (A)  shall  include  the  following: 

(i)  A  requirement  that  an  application  be  sub- 
mitted to  the  Secretary  before  an  exemption  may  be 
granted  and  that  the  application  be  submitted  in 
such  form  and  manner  as  the  Secretary  shall  specify. 

(ii)  A  requirement  that  the  person  applying  for 
an  exemption  for  a  device  assure  the  establishment 
and  maintenance  of  such  records,  and  the  making  of 
such  reports  to  the  Secretary  of  data  obtained  as  a 
result  of  the  investigational  use  of  the  device  during 
the  exemption,  as  the  Secretary  determines  will  en- 
able him  to  assure  compliance  with  such  conditions, 
review  the  progress  of  the  investigation,  and  evaluate 
the  safety  and  effectiveness  of  the  device. 

(iii)  Such  other  requirements  as  the  Secretary 
may  determine  to  be  necessary  for  the  protection  of 
the  public  health  and  safety. 

(C)  Procedures  and  conditions  prescribed  pursuant  to 
subparagraph  (A)  for  an  exemption  may  appropriately 
vary  depending  on  (i)  the  scope  and  duration  of  clinical 
testing  to  be  conducted  under  such  exemption,  (ii)  the 
number  of  human  subjects  that  are  to  be  involved  in  such 
testing,  (iii)  the  need  to  permit  changes  to  be  made  in 
the  device  subject  to  the  exemption  during  testing  con- 
ducted in  accordance  with  a  clinical  testing  plan  required 
under  paragraph  (3)  (A),  and  (iv)  whether  the  clinical 
testing  of  such  device  is  for  the  purpose  of  developing 
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data  to  obtain  approval  for  the  commercial  distribution 
of  such  device. 

(3)  Procedures  and  conditions  prescribed  pursuant  to 
paragraph  (2)  (A)  shall  require,  as  a  condition  to  the 
exemption  of  any  device  to  be  the  subject  of  testing  in- 
volving human  subjects,  that  the  person  applying  for 
the  exemption — 

(A)  submit  a  plan  for  any  proposed  clinical  test- 
ing of  the  device  and  a  report  of  prior  investigations 
of  the  device  (including,  where  appropriate,  tests 
on  animals)  adequate  to  justify  the  proposed  clinical 
testing — 

(i)  to  the  local  institutional  review  committee 
which  has  been  established  in  accordance  with 
regulations  of  the  Secretary  to  supervise  clinical 
testing  of  devices  in  the  facilities  where  the 
proposed  clinical  testing  is  to  be  conducted,  or 

(ii)  to  the  Secretary,  if — 

(I)  no  such  committee  exists,  or 

(II)  the  Secretary  finds  that  the  process 
of  review  by  such  committee  is  inadequate 
(whether  or  not  the  plan  for  such  testing 
has  been  approved  by  such  committee), 

for  review  for  adequacy  to  justify  the  commence- 
ment of  such  testing;  and,  unless  the  plan  and  re- 
port are  submitted  to  the  Secretary,  submit  to  the 
Secretary  a  summary  of  the  plan  and  a  report  of 
prior  investigations  of  the  device  (including,  where 
appropriate,  tests  on  animals) ; 

(B)  promptly  notify  the  Secretary  (under  such 
circumstances  and  in  such  manner  as  the  Secretary 
prescribes)  of  approval  by  a  local  institutional  re- 
view committee  of  any  clinical  testing  plan  sub- 
mitted to  it  in  accordance  with  subparagraph  (A) ; 

(C)  in  the  case  of  a  device  to  be  distributed  to 
investigators  for  testing,  obtain  signed  agreements 
from  each  of  such  investigators  that  any  testing  of 
the  device  involving  human  subjects  will  be  under 
such  investigator's  supervision  and  in  accordance 
with  subparagraph  (D)  and  submit  such  agree- 
ments to  the  Secretary ;  and 

(D)  assure  that  informed  consent  will  be  ob- 
tained from  each  human  subject  (or  his  representa- 
tive) of  proposed  clinical  testing  involving  such  de- 
vice, except  where  subject  to  such  conditions  as  the 
Secretary  may  prescribe,  the  investigator  conduct- 
ing or  supervising  the  proposed  clinical  testing  of 
the  device  determines  in  writing  that  there  exists  a 
life  threatening  situation  involving  the  human  sub- 
ject of  such  testing  which  necessitates  the  use  of  such 
device  and  it  is  not  feasible  to  obtain  informed 
consent  from  the  subject  and  there  is  not  sufficient 
time  to  obtain  such  consent  from  his  representative. 
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The  determination  required  by  subparagraph  (D)  shall 
be  concurred  in  by  a  licensed  physician  who  is  not  in- 
volved in  the  testing  of  the  human  subject  with  respect 
to  which  such  determination  is  made  unless  immediate 
use  of  the  device  is  required  to  save  the  life  of  the  human 
subject  of  such  testing  and  there  is  not  sufficient  time  to 
obtain  such  concurrence. 

(4)  (A)  An  application,  submitted  in  accordance  with 
the  procedures  prescribed  by  regulations  under  para- 
graph (2),  for  an  exemption  for  a  device  (other  than  an 
exemption  from  section  516)  shall  be  deemed  approved 
on  the  thirtieth  day  after  the  submission  of  the  applica- 
tion to  the  Secretary  unless  on  or  before  such  day  the 
Secretary  by  order  disapproves  the  application  and  noti- 
fies the  applicant  of  the  disapproval  of  the  application. 

(B)  The  Secretary  may  disapprove  an  application 
only  if  he  finds  that  the  investigation  with  respect  to 
which  the  application  is  submitted  does  not  conform 
to  procedures  and  conditions  prescribed  under  regula- 
tions under  paragraph  (2).  Such  a  notification  shall 
contain  the  order  of  disapproval  and  a  complete  state- 
ment of  the  reasons  for  the  Secretary's  disapproval  of 
the  application  and  afford  the  applicant  opportunity  for 
an  informal  hearing  on  the  disapproval  order. 

(5)  The  Secretary  may  by  order  withdraw  an  exemp- 
tion granted  under  this  subsection  for  a  device  if  the  Sec- 
retary determines  that  the  conditions  applicable  to  the  de- 
vice under  this  subsection  for  such  exemption  are  not  met. 
Such  an  order  may  be  issued  only  after  opportunity  for 
an  informal  hearing,  except  that  such  an  order  may  be 
issued  before  the  provision  of  an  opportunity  for  an  in- 
formal hearing  if  the  Secretary  determines  that  the  con- 
tinuation of  testing  under  the  exemption  with  respect  to 
which  the  order  is  to  be  issued  will  result  in  an  unreason- 
able risk  to  the  public  health. 

Kelease  of  Safety  and  Effectiveness  Information 

(h)(1)  The  Secretary  shall  promulgate  regulations 
under  which  a  detailed  summary  of  information  respect- 
ing the  safety  and  effectiveness  of  a  device  which  infor- 
mation was  submitted  to  the  Secretary  and  which  was  the 
basis  for — 

(A)  an  order  under  section  515(d)  (1)  (A)  approv- 
ing an  application  for  premarket  approval  for  the 
device  or  denying  approval  of  such  an  application  or 
an  order  under  section  515  (e)  withdrawing  approval 
of  such  an  application  for  the  device, 

(B)  an  order  under  section  515(f)  (6)  (A)  revok- 
ing an  approved  protocol  for  the  device,  an  order 
under  section  515(f)  (6)  (B)  declaring  a  protocol  for 
the  device  completed  or  not  completed,  or  an  order 
under  section  515  (f)  (7)  revoking  the  approval  of  the 
device,  or 
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(C)  an  order  approving  an  application  under  sub- 
section (g)  for  an  exemption  for  the  device  from  sec- 
tion 516  or  an  order  disapproving,  or  withdrawing 
approval  of,  an  application  for  an  exemption  under 
such  subsection  for  the  device, 
shall  be  made  available  to  the  public  upon  issuance  of  the 
order.  Summaries  of  information  made  available  pursu- 
ant to  this  paragraph  respecting  a  device  shall  include 
information  respecting  any  adverse  effects  on  health  of 
the  device. 

(2)  The  Secretary  shall  promulgate  regulations  under 
which  each  advisory  committee  established  under  section 
515(g)  (2)  (B)  shall  make  available  to  the  public  a  de- 
tailed summary  of  information  respecting  the  safety  and 
effectiveness  of  a  device  which  information  was  submitted 
to  the  advisory  committee  and  which  was  the  basis  for  its 
recommendation  to  the  Secretary  made  pursuant  to  sec- 
tion 515(g)(2)(A).  A  summary  of  information  upon 
which  such  a  recommendation  is  based  shall  be  made 
available  pursuant  to  this  paragraph  only  after  the  is- 
suance of  the  order  with  respect  to  which  the  recom- 
mendation was  made  and  each  summary  shall  include 
information  respecting  any  adverse  effect  on  health  of  the 
device  subject  to  such  order. 

(3)  Any  information  respecting  a  device  which  is  made 
available  pursuant  to  paragraph  (1)  or  (2)  of  this  sub- 
section (A)  may  not  be  used  to  establish  the  safety  or 
effectiveness  of  another  device  for  purposes  of  this  Act 
by  any  person  other  than  the  person  who  submitted  the  in- 
formation so  made  available,  and  (B)  shall  be  made  avail- 
able subject  to  subsection  (c)  of  this  section. 

Proceedings  of  Advisory  Panels  and  Committees 

(i)  Each  panel  under  section  513  and  each  advisory 
committee  established  under  section  514(g)(5)(B)  or 
515(g)  or  under  subsection  (f )  of  this  section  shall  make 
and  maintain  a  transcript  of  any  proceeding  of  the  panel 
or  committee.  Each  such  panel  and  committee  shall  delete 
from  any  transcript  made  pursuant  to  this  subsection  in- 
formation which  under  subsection  (c)  of  this  section  is  to 
be  considered  confidential. 

Traceability  Requirements 

( j )  No  regulation  under  this  Act  may  impose  on  a  type 
or  class  of  device  requirements  for  the  traceability  of  such 
type  or  class  of  device  unless  such  requirements  are  nec- 
essary to  assure  the  protection  of  the  public  health. 

Research  and  Development 

(k)  The  Secretary  may  enter  into  contracts  for  re- 
search, testing,  and  demonstrations  respecting  devices  and 
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may  obtain  devices  for  research,  testing,  and  demonstra- 
tion purposes  without  regard  to  sections  3648  and  3709 
of  the  Revised  Statutes  (31  U.S.C.  529,  41  U.S.C.  5). 

Transitional  Provisions  for  Devices  Considered  as  New 
Drugs  or  Antibiotic  Drugs 

(1)  (1)  Any  device  intended  for  human  use — 

(A)  for  which  on  the  date  of  enactment  of  the 
Medical  Device  Amendments  of  1976  (hereinafter  in 
this  subsection  referred  to  as  the  "enactment  date") 
an  approval  of  an  application  submitted  under  sec- 
tion 505(b)  was  in  effect; 

(B)  for  which  such  an  application  was  filed  on  or 
before  the  enactment  date  and  with  respect  to  which 
application  no  order  of  approval  or  refusing  to  ap- 
prove had  been  issued  on  such  date  under  subsection 
(c)  or  (d)  of  such  section ; 

(C)  for  which  on  the  enactment  date  an  exemption 
under  subsection  (i)  of  such  section  was  in  effect; 

(D)  which  is  within  a  type  of  device  described  in 
subparagraph  (A),  (B),or  (C)  and  is  substantially 
equivalent  to  another  device  within  that  type ; 

(E)  which  the  Secretary  in  a  notice  published  in 
the  Federal  Register  before  the  enactment  date  has 
declared  to  be  a  new  drug  subject  to  section  505;  or 

(F)  with  respect  to  which  on  the  enactment  date 
an  action  is  pending  in  a  United  States  court  under 
section  302,  303,  or  304  for  an  alleged  violation  of  a 
provision  of  section  301  which  enforces  a  require- 
ment of  section  505  or  for  an  alleged  violation  of 
section  505(a), 

is  classified  in  class  III  unless  the  Secretary  in  response 
to  a  petition  submitted  under  paragraph  (2)  has  classi- 
fied such  device  in  class  I  or  II. 

(2)  The  manufacturer  or  importer  of  a  device  classi- 
fied under  paragraph  (1)  may  petition  the  Secretary  (in 
such  form  and  manner  as  he  shall  prescribe)  for  the  issu- 
ance of  an  order  classifying  the  device  in  class  I  or  class 
II.  Within  thirty  days  of  the  filing  of  such  a  petition,  the 
Secretary  shall  notify  the  petitioner  of  any  deficiencies 
in  the  petition  which  prevent  the  Secretary  from  making 
a  decision  on  the  petition.  Except  as  provided  in  para- 
graph (3)  (D)  (ii),  within  one  hundred  and  eighty  days 
after  the  filing  of  a  petition  under  this  paragraph  and 
after  affording  the  petitioner  an  opportunity  for  an  in- 
formal hearing,  the  Secretary  shall,  after  consultation 
with  the  appropriate  panel  under  section  513,  by  order 
either  deny  the  petition  or  order  the  classification,  in  ac- 
cordance with  the  criteria  prescribed  by  section  513(a) 

(1)(A)  or  513(a)(1)(B),  of  the  device  in  class  I  or 
class  II. 
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(3)  (A)  In  the  case  of  a  device  which  is  described  in 
paragraph  (1)  (A)  and  which  is  in  class  III — 

(i)  such  device  shall  on  the  enactment  date  be  con- 
sidered a  device  with  an  approved  application  under 
section  515,  and 

(ii)  the  requirements  applicable  to  such  device  be- 
fore the  enactment  date  under  section  505  shall  con- 
tinue to  apply  to  such  device  until  changed  by  the 
Secretary  as  authorized  by  this  act. 

(B)  In  the  case  of  a  device  which  is  described  in  para- 
graph (1)  (B)  and  which  is  in  class  III,  an  application 
for  such  device  shall  be  considered  as  having  been  filed 
under  section  515  on  the  enactment  date.  The  period  in 
which  the  Secretary  shall  act  on  such  application  in  ac- 
cordance with  section  515(d)(1)  shall  be  one  hundred 
and  eighty  days  from  the  enactment  date  (or  such  greater 
period  as  the  Secretary  and  the  applicant  may  agree 
upon  after  the  Secretary  has  made  the  finding  required 
by  section  515(d)  (1)  (B)  (i) )  less  the  number  of  days  in 
the  period  beginning  on  the  date  an  application  for  such 
device  was  filed  under  section  505  and  ending  on  the  en- 
actment date.  After  the  expiration  of  such  period  such 
device  is  required,  unless  exempt  under  subsection  (g), 
to  have  in  effect  an  approved  application  under  section 
515. 

(C)  A  device  which  is  described  in  paragraph  (1)  (C) 
and  which  is  in  class  III  shall  be  considered  a  new  drug 
until  the  expiration  of  the  ninety-day  period  beginning 
on  the  date  of  the  promulgation  of  regulations  under  sub- 
section (g)  of  this  section.  After  the  expiration  of  such 
period  such  device  is  required,  unless  exempt  under  sub- 
section (g),  to  have  in  effect  an  approved  application 
under  section  515. 

(D)  (i)  Except  as  provided  in  clauses  (ii)  and  (iii),  a 
device  which  is  described  in  subparagraph  (D),  (E),  or 
(F)  of  paragraph  (1)  and  which  is  in  class  III  is  re- 
quired, unless  exempt  under  subsection  (g)  of  this  sec- 
tion, to  have  on  and  after  sixty  days  after  the  enactment 
date  in  effect  an  approved  application  under  section  515. 

(UJ  If— 

(I)  a  petition  is  filed  under  paragraph  (2)  for  a 

device  described  in  subparagraph  (D),  (E),  or  (F) 
of  paragraph  (l),or 

(II)  an  application  for  premarket  aproval   is 
filed  under  section  515  for  such  a  device, 

within  the  sixty-day  period  beginning  on  the  enactment 
date  (or  within  such  greater  period  as  the  Secretary, 
after  making  the  finding  required  under  section  515(d) 
(1)(B),  and  the  petitioner  or  applicant  may  agree  up- 
on), the  Secretary  shall  act  on  such  petition  or  applica- 
tion in  accordance  with  paragraph  (2)  or  section  515  ex- 
cept that  the  period  within  which  the  Secretary  must  act 
on  the  petition  or  application  shall  be  within  the  one 
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hundred  and  twenty-day  period  beginning  on  the  date 
the  petition  or  application  is  filed.  If  such  a  petition  or 
application  is  filed  within  such  sixty-day  (or  greater) 
period,  clause  (i)  of  this  subparagraph  shall  not  apply 
to  such  device  before  the  expiration  of  such  one  hundred 
and  twenty-day  period,  or  if  such  petition  is  denied  or 
such  application  is  denied  approval,  before  the  date  of 
such  denial,  whichever  occurs  first. 

(iii)  In  the  case  of  a  device  which  is  described  in  sub- 
paragraph (E)~  of  paragraph  (1),  which  the  Secretary 
in  a  notice  published  in  the  Federal  Register  after  March 
31,  1976,  declared  to  be  a  new  drug  subject  to  section  505, 
and  which  is  in  class  III — 

(I)  the  device  shall,  after  eighteen  months  after 
the  enactment  date,  have  in  effect  an  approved  appli- 
cation under  section  515  unless  exempt  under  subsec- 
tion (g)  of  this  section,  and 

(II)  the  Secretary  may,  during  the  period  begin- 
ning one  hundred  and  eighty  days  after  the  enact- 
ment date  and  ending  eighteen  months  after  such 
date,  restrict  the  use  of  the  device  to  investigational 
use  by  experts  qualified  by  scientific  training  and 
experience  to  investigate  the  safety  and  effectiveness 
of  such  device,  and  to  investigational  use  in  accord- 
ance with  the  requirements  applicable  under  regula- 
tions under  subsection  (g)  of  this  section  to  investi- 
gational use  of  devices  granted  an  exemption  under 
such  subsection. 

If  the  requirements  under  subsection  (g)  of  this  section 
are  made  applicable  to  the  investigational  use  of  such  a 
device,  they  shall  be  made  applicable  in  such  a  manner 
that  the  device  shall  be  made  reasonably  available  to  phy- 
sicians meeting  appropriate  qualifications  prescribed  by 
the  Secretary. 

(4)  Any  device  intended  for  human  use  which  on  the 
enactment  date  was  subject  to  the  requirements  of  section 
507  shall  be  subject  to  such  requirements  as  follows : 

(A)  In  the  case  of  such  a  device  which  is  classified 
into  class  I,  such  requirements  shall  apply  to  such 
device  until  the  effective  date  of  the  regulation  classi- 
fying the  device  into  such  class. 

(B)  In  the  case  of  such  a  device  which  is  classified 
into  class  II,  such  requirements  shall  apply  to  such 
device  until  the  effective  date  of  a  performance  stand- 
ard applicable  to  the  device  under  section  514. 

( C )  In  the  case  of  such  a  device  which  is  classified 
into  class  III,  such  requirements  shall  apply  to  such 
device  until  the  date  on  which  the  device  is  required 
to  have  in  effect  an  approved  application  under  sec- 
tion 515. 
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STATE  AND  LOCAL  REQUIREMENTS  RESPECTING  DEVICES 

General  Rule 

Sec.  521.  (a)  Except  as  provided  in  subsection  (b),  no 
State  or  political  subdivision  of  a  State  may  establish  or 
continue  in  effect  with  respect  to  a  device  intended  for 
human  use  any  requirement — 

(1)  which  is  different  from,  or  in  addition  to,  any 
requirement  applicable  under  this  Act  to  the  device, 
and 

(2)  which  relates  to  the  safety  or  effectiveness  of 
the  device  or  to  any  other  matter  included  in  a  re- 
quirement applicable  to  the  device  under  this  Act. 

Exempt  Requirements 

(b)  Upon  application  of  a  State  or  a  political  subdivi- 
sion thereof,  the  Secretary  may,  by  regulation  promul- 
gated after  notice  and  opportunity  for  an  oral  hearing, 
exempt  from  subsection  (a),  under  such  conditions  as 
may  be  prescribed  in  such  regulation,  a  requirement  of 
such  State  or  political  subdivision  applicable  to  a  device 
intended  for  human  use  if — 

(1)  the  requirement  is  more  stringent  than  a  re- 
quirement under  this  Act  which  would  be  applicable 
to  the  device  if  an  exemption  were  not  in  effect  under 
this  subsection ;  or 

(2)  the  requirement — 

(A)  is  required  by  compelling  local  condi- 
tions, and 

(B)  compliance  with  the  requirement  would 
not  cause  the  device  to  be  in  violation  of  any 
applicable  requirement  under  this  Act. 

CHAPTER  VI— COSMETICS 

ADULTERATED    COSMETICS 

Sec.  601  [361].  A  cosmetic  shall  be  deemed  to  be 
adulterated — 

(a)  If  it  bears  or  contains  any  poisonous  or  deleterious 
substance  which  may  render  it  injurious  to  users  under 
the  conditions  of  use  prescribed  in  the  labeling  thereof, 
or,  under  such  conditions  of  use  as  are  customary  or 
usual :  Provided,  That  this  provision  shall  not  apply  to 
coal-tar  hair  dye,  the  label  of  which  bears  the  following 
legend  conspicuously  displayed  thereon :  "Caution — This 
product  contains  ingredients  which  may  cause  skin  irri- 
tation on  certain  individuals  and  a  preliminary  test  ac- 
cording to  accompanying  directions  should  first  be  made. 
This  product  must  not  be  used  for  dyeing  the  eyelashes 
or  evebrows;  to  do  so  may  cause  blindness.",  and  the 
labeling  of  which  bears  adequate  directions  for  such  pre- 
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liminary  testing.  For  the  purposes  of  this  paragraph  and 
paragraph  (e)  the  term  "hair  dye"  shall  not  include  eye- 
lash dyes  or  eyebrow  dyes. 

(b)  If  it  consists  in  whole  or  in  part  of  any  filthy, 
putrid,  or  decomposed  substance. 

(c)  If  it  has  been  prepared,  packed,  or  held  under 
insanitary  conditions  whereby  it  may  have  become  con- 
taminated with  filth,  or  whereby  it  may  have  been 
rendered  injurious  to  health. 

(d)  If  its  container  is  composed,  in  whole  or  in  part,  of 
any  poisonous  or  deleterious  substance  which  may  render 
the  contents  injurious  to  health. 

(e)  If  it  is  not  a  hair  dye  and  it  is,  or  it  bears  or  con- 
tains, a  color  additive  which  is  unsafe  within  the  meaning 
of  section  706  (a). 

MISBRANDED   COSMETICS 

Sec.  602  [362] .  A  cosmetic  shall  be  deemed  to  be  mis- 
branded — 

(a)  If  its  labeling  is  false  or  misleading  in  any  par- 
ticular. 

(b)  If  in  package  form  unless  it  bears  a  label  contain- 
ing (1)  the  name  and  place  of  business  of  the  manufac- 
turer, packer,  or  distributor;  and  (2)  an  accurate  state- 
ment of  the  quantity  of  the  contents  in  terms  of  weight, 
measure,  or  numerical  count:  Provided,  That  under 
clause  (2)  of  this  paragraph  reasonable  variations  shall 
be  permitted,  and  exemptions  as  to  small  packages  shall 
be  established,  by  regulations  prescribed  by  the  Secretary. 

(c)  If  any  word,  statement,  or  other  information  re- 
quired by  or  under  authority  of  this  act  to  appear  on  the 
label  or  labeling  is  not  prominently  placed  thereon  with 
such  conspicuousness  (as  compared  with  other  words, 
statements,  designs,  or  devices  in  the  labeling)  and  in 
such  terms  as  to  render  it  likely  to  be  read  and  under- 
stood by  the  ordinary  individual  under  customary  con- 
ditions of  purchase  and  use. 

(d)  If  its  container  is  so  made,  formed,  or  filled  as  to 
be  misleading. 

(e)  If  it  is  a  color  additive,  unless  its  packaging  and 
labeling  are  in  conformity  with  such  packaging  and  label- 
ing requirements,  applicable  to  such  color  additive,  as 
may  be  contained  in  regulations  issued  under  section 
706.  This  paragraph  shall  not  apply  to  packages  of  color 
additives  which,  with  respect  to  their  use  for  cosmetics, 
are  marketed  and  intended  for  use  only  in  or  on  hair 
dyes  (as  defined  in  the  last  sentence  of  section  601(a)). 

(f)  If  its  packaging  or  labeling  is  in  violation  of  an 
applicable  regulation  issued  pursuant  to  section  3  or  4  of 
the  Poison  Prevention  Packaging  Act  of  1970. 
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REGULATIONS    MAKING   EXEMPTIONS 

Sec.  603  [363].  The  Secretary  shall  promulgate  regu- 
lations exempting  from  any  labeling  requirement  of  this 
act  cosmetics  which  are,  in  accordance  with  the  practice  of 
the  trade,  to  be  processed,  labeled,  or  repacked  in  sub- 
stantial quantities  at  establishments  other  than  those 
where  originally  processed  or  packed,  on  condition  that 
such  cosmetics  are  not  adulterated  or  misbranded  under 
the  provisions  of  this  act  upon  removal  from  such 
processing,  labeling,  or  repacking  establishment. 

CHAPTER  VII— GENERAL  ADMINISTRATIVE 
PROVISIONS 

REGULATIONS  AND  HEARINGS 

Sec.  701  [371].  (a)  The  authority  to  promulgate  regu- 
lations for  the  efficient  enforcement  of  this  Act,  except 
as  otherwise  provided  in  this  section,  is  hereby  vested  in 
the  Secretary. 

(b)  The  Secretary  of  the  Treasury  and  the  Secretary 
of  Health,  Education,  and  Welfare  shall  jointly  prescribe 
regulations  for  the  efficient  enforcement  of  the  provisions 
of  section  801,  except  as  otherwise  provided  therein.  Such 
regulations  shall  be  promulgated  in  such  manner  and 
take  effect  at  such  time,  after  due  notice,  as  the  Secretary 
of  Health,  Education,  and  Welfare  shall  determine. 

(c)  Hearings  authorized  or  required  by  this  Act  shall 
be  conducted  by  the  Secretary  or  such  officer  or  employee 
as  he  may  designate  for  the  purpose. 

(d)  The  definitions  and  standards  of  identity  promul- 
gated in  accordance  with  the  provisions  of  this  Act  shall 
be  effective  for  the  purposes  of  the  enforcement  of  this 
Act,  notwithstanding  such  definitions  and  standards  as 
may  be  contained  in  other  laws  of  the  United  States  and 
regulations  promulgated  thereunder. 

(e)  (1)  Ajiy  action  for  the  issuance,  amendment,  or 
repeal  of  any  regulation  under  section  401,  403 (j), 
404(a),  406,  501(b),  or  502  (d)  or  (h)  of  this  Act 
shall  be  begun  by  a  proposal  made  (A)  oy  the  Secretary 
on  his  own  initiative,  or  (B)  by  petition  of  any  interested 
persons,  showing  reasonable  grounds  therefor,  filed  with 
the  Secretary.  The  Secretary  shall  publish  such  proposal 
and  shall  afford  all  interested  persons  an  opportunity  to 
present  their  views  thereon,  orally  or  in  writing.  As  soon 
as  practicable  thereafter,  the  Secretary  shall  by  order  act 
upon  such  proposal  and  shall  make  such  order  public. 
Except  as  provided  in  paragraph  (2),  the  order  shall  be- 
come effective  at  such  time  as  may  be  specified  therein, 
but  not  prior  to  the  day  following  the  last  day  on  which 
objections  may  be  filed  under  such  paragraph. 
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(2)  On  or  before  the  thirtieth  day  after  the  date  on 
which  an  order  entered  under  paragraph  (1)  is  made 
public,  any  person  who  will  be  adversely  affected  by  such 
order  if  placed  in  effect  may  file  objections  thereto  with 
the  Secretary,  specifying  with  particularity  the  provi- 
sions of  the  order  deemed  objectionable,  stating  the 
grounds  therefor,  and  requesting  a  public  hearing  upon 
such  objections.  Until  final  action  upon  such  objections  is 
taken  by  the  Secretary  under  paragraph  (3),  the  filing 
of  such  objections  shall  operate  to  stay  the  effectiveness 
of  those  provisions  of  the  order  to  which  the  objections 
are  made.  As  soon  as  practicable  after  the  time  for  filing 
objections  has  expired  the  Secretary  shall  publish  a  no- 
tice in  the  Federal  Register  specifying  those  parts  of  the 
order  which  have  been  stayed  by  the  filing  of  objections 
and,  if  no  objections  have  been  filed,  stating  that  fact. 

(3)  As  soon  as  practicable  after  such  request  for  a 
public  hearing,  the  Secretary,  after  due  notice,  shall  hold 
such  a  public  hearing  for  the  purpose  of  receiving  evi- 
dence relevant  and  material  to  the  issues  raised  by  such 
objections.  At  the  hearing,  any  interested  person  may  be 
heard  in  person  or  by  representative.  As  soon  as  prac- 
ticable after  completion  of  the  hearing,  the  Secretary 
shall  by  order  act  upon  such  objections  and  make  such 
order  public.  Such  order  shall  be  based  only  on  substan- 
tial evidence  of  record  at  such  hearing  and  shall  set  forth, 
as  part  of  the  order,  detailed  findings  of  fact  on  which 
the  order  is  based.  The  Secretary  shall  specify  in  the 
order  the  date  on  which  it  shall  take  effect,  except  that 
it  shall  not  be  made  to  take  effect  prior  to  the  ninetieth 
day  after  its  publication  unless  the  Secretary  finds  that 
emergency  conditions  exist  necessitating  an  earlier  effec- 
tive date,  in  which  event  the  Secretary  shall  specify  in 
the  order  his  findings  as  to  such  conditions. 

(f)(1)  In  a  case  of  actual  controversy  as  to  the  validity 
of  any  order  under  subsection  (e),  any  person  who  will 
be  adversely  affected  by  such  order  if  placed  in  effect 
may  at  any  time  prior  to  the  ninetieth  day  after  such 
order  is  issued  file  a  petition  with  the  Circuit  Court  of 
Appeals  of  the  United  States  for  the  circuit  wherein  such 
person  resides  or  has  his  principal  place  of  business,  for 
a  judicial  review  of  such  order.  A  copy  of  the  petition 
shall  be  forthwith  transmitted  by  the  clerk  of  the  court 
to  the  Secretary  or  other  officer  designated  by  him  for 
that  purpose.  The  Secretary  thereupon  shall  file  in  the 
court  the  record  of  the  proceedings  on  which  the  Secre- 
tary based  his  order,  as  provided  in  section  2112  of  title 
28,  United  States  Code. 

(2)  If  the  petitioner  applies  to  the  court  for  leave  to 
adduce  additional  evidence,  and  shows  to  the  satisfaction 
of  the  court  that  such  additional  evidence  is  material  and 
that  there  were  reasonable  grounds  for  the  failure  to  ad- 
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duce  such  evidence  in  the  proceeding  before  the  Secre- 
tary the  court  may  order  such  additional  evidence  (and 
evidence  in  rebuttal  thereof)  to  be  taken  before  the 
Secretary,  and  to  be  adduced  upon  the  hearing,  in  such 
manner  and  upon  such  terms  and  conditions  as  to  the 
court  may  seem  proper.  The  Secretary  may  modify  his 
findings  as  to  the  facts,  or  make  new  findings,  by  reason 
of  the  additional  evidence,  so  taken,  and  he  shall  file  such 
modified  or  new  findings,  and  his  recommendation,  if 
any,  for  the  modification  or  setting  aside  of  his  original 
order,  with  the  return  of  such  additional  evidence. 

(3)  Upon  the  filing  of  the  petition  referred  to  in 
paragraph  (1)  of  this  subsection,  the  court  shall  have 
jurisdiction  to  affirm  the  order,  or  to  set  it  aside  in  whole 
or  in  part,  temporarily  or  permanently.  If  the  order  of 
the  Secretary  refuses  to  issue,  amend,  or  repeal  a  regula- 
tion and  such  order  is  not  in  accordance  with  law  the 
court  shall  by  its  judgment  order  the  Secretary  to  take 
action  with  respect  to  such  regulation,  in  accordance  with 
law.  The  findings  of  the  Secretary  as  to  the  facts,  if 
supported  by  substantial  evidence,  shall  be  conclusive. 

(4)  The  judgment  of  the  court  affirming  or  setting 
aside,  in  whole  or  in  part,  any  such  order  of  the  Secretary 
shall  be  final,  subject  to  review  by  the  Supreme  Court  of 
the  United  States  upon  certiorari  or  certification  as  pro- 
vided in  sections  239  and  240  of  the  Judicial  Code,  as 
amended  [now  covered  by  28  U.S.C.  1254]. 

(5)  Any  action  instituted  under  this  subsection  shall 
survive  notwithstanding  any  change  in  the  person  oc- 
cupying the  office  of  Secretary  or  any  vacancy  in  such 
office. 

(6)  The  remedies  provided  for  in  this  subsection  shall 
be  in  addition  to  and  not  in  substitution  for  any  other 
remedies  provided  by  law. 

(g)  A  certified  copy  of  the  transcript  of  the  record 
and  proceedings  under  subsection  (e)  shall  be  furnished 
by  the  Secretary  to  any  interested  party  at  his  request, 
and  payment  of  the  costs  thereof,  and  shall  be  admis- 
sible in  any  criminal  libel  for  condemnation,  exclusion  of 
imports,  or  other  proceeding  arising  under  or  in  respect 
of  this  Act,  irrespective  of  whether  proceedings  with 
respect  to  the  order  have  previously  been  instituted  or 
become  final  under  subsection  (f). 

EXAMINATIONS   AND   INVESTIGATIONS 

Sec.  702  [372].  (a)  The  Secretary  is  authorized  to  con- 
duct examinations  and  investigations  for  the  purposes  of 
this  Act  through  officers  and  employees  of  the  Depart- 
ment or  through  any  health,  food,  or  drug  officer  or  em- 
ployee of  any  State,  Territory,  or  political  subdivision 
thereof,  duly  commissioned  by  the  Secretary  as  an  officer 
of  the  Department.  In  the  case  of  food  packed  in  the 
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Commonwealth  of  Puerto  Rico  or  a  Territory  the  Secre- 
tary shall  attempt  to  make  inspection  of  such  food  at  the 
first  point  of  entry  within  the  United  States,  when  in  his 
opinion  and  with  due  regard  to  the  enforcement  of  all 
the  provisions  of  this  Act,  the  facilities  at  his  disposal 
will  permit  of  such  inspection.  For  the  purposes  of  this 
subsection  the  term  "United  States"  means  the  States 
and  the  District  of  Columbia. 

(b)  Where  a  sample  of  a  food,  drug,  or  cosmetic  is 
collected  for  analysis  under  this  Act  the  Secretary  shall, 
upon  request,  provide  a  part  of  such  official  sample  for 
examination  or  analysis  by  any  person  named  on  the 
label  of  the  article,  or  the  owner  thereof,  or  his  attorney 
or  agent;  except  that  the  Secretary  is  authorized,  by 
regulations,  to  make  such  reasonable  exceptions  from, 
and  impose  such  reasonable  terms  and  conditions  relating 
to,  the  operation  of  this  subsection  as  he  finds  necessary 
for  the  proper  administration  of  the  provisions  of  this 
Act. 

(c)  For  purposes  of  enforcement  of  this  Act,  records 
of  any  department  or  independent  establishment  in  the 
executive  branch  of  the  Government  shall  be  open  to 
inspection  by  any  official  of  the  Department  of  Health, 
Education,  and  Welfare  duly  authorized  by  the  Secre- 
tary to  make  such  inspection. 

(d)  The  Secretary  is  authorized  and  directed,  upon 
request  from  the  Commissioner  of  Patents,  to  furnish 
full  and  complete  information  with  respect  to  such  ques- 
tions relating  to  drugs  as  the  Commissioner  may  submit 
concerning  any  patent  application.  The  Secretary  is  fur- 
ther authorized,  upon  receipt  of  any  such  request,  to  con- 
duct or  cause  to  be  conducted,  such  research  as  may  be 
required. 

(e)  Any  officer  or  employee  of  the  Department  des- 
ignated by  the  Secretary  to  conduct  examinations,  inves- 
tigations, or  inspections  under  this  Act  relating  to  count- 
erfeit drugs  may,  when  so  authorized  by  the  Secretary — 

( 1 )  carry  firearms ; 

(2)  execute  and  serve  search  warrants  and  arrest 
warrants ; 

(3)  execute  seizure  by  process  issued  pursuant  to 
libel  under  section  304 ; 

(4)  make  arrests  without  warrant  for  offenses 
under  this  Act  with  respect  to  such  drugs  if  the 
offense  is  committed  in  his  presence  or,  in  the  case 
of  a  felony,  if  he  has  probable  cause  to  believe  that 
the  person  so  arrested  has  committed,  or  is  com- 
mitting, such  offense ;  and 

(5)  make,  prior  to  the  institution  of  libel  pro- 
ceedings under  section  304(a)  (2),  seizures  of  drugs 
or  containers  or  of  equipment,  punches,  dies,  plates, 
stones,  labeling,  or  other  things,  if  they  are,  or  he 
has  reasonable  grounds  to  believe  that  they  are,  sub- 
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ject  to  seizure  and  condemnation  under  such  section 
304(a)  (2).  In  the  event  of  seizure  pursuant  to  this 
paragraph  (5),  libel  proceedings  under  section  304 
(a)  (2)  shall  be  instituted  promptly  and  the  prop- 
erty seized  be  placed  under  the  jurisdiction  of  the 
court. 

SEAFOOD   INSPECTION 

Sec.  702A  [372a].  The  Secretary  of  Health,  Education, 
and  Welfare,  upon  application  of  any  packer  of  any  sea- 
food for  shipment  or  sale  within  the  jurisdiction  of  this 
Act,  may,  at  his  discretion,  designate  inspectors  to  ex- 
amine and  inspect  such  food  and  the  production,  packing, 
and  labeling  thereof.  If  on  such  examination  and  inspec- 
tion compliance  is  found  with  the  provisions  of  this  Act 
and  regulations  promulgated  thereunder,  the  applicant 
shall  be  authorized  or  required  to  mark  the  food  as  pro- 
vided by  regulation  to  show  such  compliance.  Services 
under  this  section  shall  be  rendered  only  upon  payment 
by  the  applicant  of  fees  fixed  by  regulation  in  such 
amounts  as  may  be  necessary  to  provide,  equip,  and  main- 
tain an  adequate  and  efficient  inspection  service.  Receipts 
from  such  fees  shall  be  covered  into  the  Treasury  and 
shall  be  available  to  the  Secretary  of  Health,  Education, 
and  Welfare  for  expenditures  incurred  in  carrying  out 
the  purposes  of  this  section,  including  expenditures  for 
salaries  of  additional  inspectors  when  necessary  to  sup- 
plement the  number  of  inspectors  for  whose  salaries  Con- 
gress has  appropriated.  The  Secretary  is  hereby  author- 
ized to  promulgate  regulations  governing  the  sanitary 
and  other  conditions  under  which  the  service  herein  pro- 
vided shall  be  granted  and  maintained  and  for  otherwise 
carrying  out  the  purposes  of  this  section.  Any  person 
who  forges,  counterfeits,  simulates,  or  falsely  represents, 
or  without  proper  authority  uses  any  mark,  stamp,  tag, 
label,  or  other  identification  devices  authorized  or  re- 
quired by  the  provisions  of  this  section  or  regulations 
thereunder,  shall  be  guilty  of  a  misdemeanor,  and  shall 
on  conviction  thereof  be  subject  to  imprisonment  for  not 
more  than  one  year  or  a  fine  of  not  less  than  $1,000  nor 
more  than  $5,000  or  both  such  imprisonment  and  fine. 

RECORDS   OF   INTERSTATE    SHIPMENT 

Sec.  703  [373].  For  the  purpose  of  enforcing  the  pro- 
visions of  this  Act,  carriers  engaged  in  interstate  com- 
merce, and  persons  receiving  food,  drugs,  devices,  or 
cosmetics  in  interstate  commerce  or  holding  such  articles 
so  received,  shall,  upon  the  request  of  an  officer  or  em- 
ployee duly  designated  by  the  Secretary,  permit  such 
officer  or  employee,  at  reasonable  times,  to  have  access 
to  and  to  copy  all  records  showing  the  movement  in 
interstate  commerce  of  any  food,  drug,  device,  or  cos- 
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metic,  or  the  holding  thereof  during  or  after  such  move- 
ment, and  the  quantity,  shipper,  and  consignee  thereof ; 
and  it  shall  be  unlawful  for  any  such  carrier  or  person  to 
fail  to  permit  such  access  to  and  copying  of  any  such 
record  so  requested  when  such  request  is  accompanied  by 
a  statement  in  writing  specifying  the  nature  or  kind  of 
food,  drug,  device,  or  cosmetic  to  which  such  request  re- 
lates :  Provided,  That  evidence  obtained  under  this  sec- 
tion, or  any  evidence  which  is  directly  or  indirectly  de- 
rived from  such  evidence,  shall  not  be  used  in  a  criminal 
prosecution  of  the  person  from  whom  obtained:  Pro- 
vided further,  That  carriers  shall  not  be  subject  to  the 
other  provisions  of  this  Act  by  reason  of  their  receipt, 
carriage,  holding,  or  delivery  of  food,  drugs,  devices,  or 
cosmetics  in  the  usual  course  of  business  as  carriers. 

FACTORY  INSPECTION 

Sec.  704  [374],  (a)  For  purposes  of  enforcement  of  this 
Act,  officers  or  employees  duly  designated  by  the  Sec- 
retary, upon  presenting  appropriate  credentials  and  a 
written  notice  to  the  owner,  operator,  or  agent  in  charge, 
are  authorized  (1)  to  enter,  at  reasonable  times,  any 
factory,  warehouse,  or  establishment  in  which  food 
drugs,  devices,  or  cosmetics  are  manufactured,  processed, 
packed,  or  held,  for  introduction  into  interstate  com- 
merce or  after  such  introduction,  or  to  enter  any  vehicle, 
being  used  to  transport  or  hold  such  food,  drugs,  devices, 
or  cosmetics  in  interstate  commerce;  and  (2)  to  inspect, 
at  reasonable  times  and  within  reasonable  limits  and  in  a 
reasonable  manner,  such  factory,  warehouse,  establish- 
ment, or  vehicle  and  all  pertinent  equipment,  finished  and 
unfinished  materials,  containers,  and  labeling  therein.  In 
the  case  of  any  factory,  warehouse,  establishment,  or  con- 
sulting laboratory  in  which  prescription  drugs  or  re- 
stricted devices  are  manufactured,  processed,  packed,  or 
held,  inspection  shall  extend  to  all  things  therein  (in- 
cluding records,  files,  papers,  processes,  controls,  and 
facilities)  bearing  on  whether  prescription  drugs  or 
restricted  devices  which  are  adulterated  or  misbranded 
within  the  meaning  of  this  Act,  or  which  may  not  be 
manufactured,  introduced  into  interstate  commerce,  or 
sold,  or  offered  for  sale  by  reason  of  any  provision  of 
this  Act,  have  been  or  are  being  manufactured,  processed, 
packed,  transported,  or  held  in  any  such  place,  or  other- 
wise bearing  on  violation  of  this  Act.  No  inspection 
authorized  by  the  preceding  sentence  shall  extend  to 
financial  data,  sales  data  other  than  shipment  data,  pric- 
ing data,  personnel  data  (other  than  data  as  to  qualifi- 
cations of  technical  and  professional  personnel  perform- 
ing functions  subject  to  this  Act),  and  research  data 
(other  than  data  relating  to  new  drugs,  antibiotic  drugs, 
and   devices  and  subject  to  reporting  and  inspection 
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under  regulations  lawfully  issued  pursuant  to  section 
505  (i)  or  (j),  section  507  (d)  or  (g),  section  519,  or 
520  (g) ,  and  data  relating  to  other  drugs  or  devices  which 
in  the  case  of  a  new  drug  would  be  subject  to  reporting 
or  inspection  under  lawful  regulations  issued  pursuant 
to  section  505  ( j ) ) .  A  separate  notice  shall  be  given  for 
each  such  inspection,  but  a  notice  shall  not  be  required 
for  each  entry  made  during  the  period  covered  by  the 
inspection.  Each  such  inspection  shall  be  commenced  and 
completed  with  reasonable  promptness.  The  provisions 
of  the  second  sentence  of  this  subsection  shall  not  apply 
to— 

(1)  pharmacies  which  maintain  establishments  in 
conformance  with  any  applicable  local  laws  regu- 
lating the  practice  of  pharmacy  and  medicine  and 
which  are  regularly  engaged  in  dispensing  prescrip- 
tion drugs  or  devices,  upon  prescriptions  of  practi- 
tioners licensed  to  administer  such  drugs  or  devices 
to  patients  under  the  care  of  such  practitioners  in 
the  course  of  their  professional  practice,  and  which 
do  not,  either  through  a  subsidiary  or  otherwise, 
manufacture,  prepare,  propagate,  compound,  or 
process  drugs  or  devices  for  sale  other  than  in  the 
regular  course  of  their  business  of  dispensing  or  sell- 
ing drugs  or  devices  at  retail ; 

(2)  practitioners  licensed  by  law  to  prescribe  or 
administer  drugs,  or  prescribe  or  use  devices,  as  the 
case  may  be,  and  who  manufacture,  prepare,  propa- 
gate, compound,  or  process  drugs,  or  manufacture 
or  process  devices  solely  for  use  in  the  course  of  their 
professional  practice ; 

(3)  persons  who  manufacture,  prepare,  propa- 
gate, compound,  or  process  drugs,  or  manufacture 
or  process  devices  solely  for  use  in  research,  teaching, 
or  chemical  analysis  and  not  for  sale ; 

(4)  such  other  classes  of  persons  as  the  Secretary 
may  by  regulation  exempt  from  the  application  of 
this  section  upon  a  finding  that  inspection  as  applied 
to  such  classes  of  persons  in  accordance  with  this  sec- 
tion is  not  necessary  for  the  protection  of  the  public 
health. 

(b)  Upon  completion  of  any  such  inspection  of  a  fac- 
tory, warehouse,  consulting  laboratory,  or  other  establish- 
ment, and  prior  to  leaving  the  premises,  the  officer  or  em- 
ployee making  the  inspection  shall  give  to  the  owner, 
operator,  or  agent  in  charge  a  report  in  writing  setting 
forth  any  conditions  or  practices  observed  by  him  which, 
in  his  judgment,  indicate  that  any  food,  drug,  device,  or 
cosmetic  in  such  establishment  (1)  consists  in  whole  or 
in  part  of  any  filthy,  putrid,  or  decomposed  substance, 
or  (2)  has  been  prepared,  packed,  or  held  under  insan- 
itary conditions  whereby  it  may  have  become  contami- 
nated with  filth,  or  whereby  it  may  have  been  rendered 
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injurious  to  health.  A  copy  of  such  report  shall  be  sent 
promptly  to  the  Secretary. 

(c)  If  the  officer  or  employee  making  any  such  inspec- 
tion of  a  factory,  warehouse,  or  other  establishment  has 
obtained  any  sample  in  the  course  of  the  inspection,  upon 
completion  of  the  inspection  and  prior  to  leaving  the 
premises  he  shall  give  to  the  owner,  operator,  or  agent 
in  charge  a  receipt  describing  the  samples  obtained. 

(d)  Whenever  in  the  course  of  any  such  inspection 
of  a  factory  or  other  establishment  where  food  is  manu- 
factured, processed,  or  packed,  the  officer  or  employee 
making  the  inspection  obtains  a  sample  of  any  such  food, 
and  an  analysis  is  made  of  such  sample  for  the  purpose 
of  ascertaining  whether  such  food  consists  in  whole  or 
in  part  of  any  filthy,  putrid,  or  decomposed  substance,  or 
is  otherwise  unfit  for  food,  a  copy  of  the  results  of  such 
analysis  shall  be  furnished  promptly  to  the  owner,  oper- 
ator, or  agent  in  charge. 

(e)  Every  person  required  under  section  519  or  520(g) 
to  maintain  records  and  every  person  who  is  in  charge  or 
custody  of  such  records  shall,  upon  request  of  an  officer 
or  employee  designated  by  the  Secretary,  permit  such 
officer  or  employee  at  all  reasonable  times  to  have  access 
to,  and  to  copy  and  verify,  such  records. 

PUBLICITY 

Sec.  705  [375].  (a)  The  Secretary  shall  cause  to  be 
published  from  time  to  time  reports  summarizing  all 
judgments,  decrees,  and  court  orders  which  have  oeen 
rendered  under  this  Act,  including  the  nature  of  the 
charge  and  the  disposition  thereof. 

(b)  The  Secretary  may  also  cause  to  be  disseminated 
information  regarding  food,  drugs,  devices,  or  cosmetics 
in  situations  involving,  in  the  opinion  of  the  Secretary, 
imminent  danger  to  health,  or  gross  deception  of  the  con- 
sumer. Nothing  in  this  section  shall  be  construed  to 
prohibit  the  Secretary  from  collecting,  reporting,  and 
illustrating  the  results  of  the  investigations  of  the  De- 
partment. 

LISTING  AND  CERTIFICATION  OF  COLOR  ADDITIVES  FOR  FOODS, 
DRUGS,   AND    COSMETICS 

When  Color  Additives  Deemed  Unsafe 

Sec.  706  [376].  (a)  A  color  additive  shall,  with  respect 
to  any  particular  use  (for  which  it  is  being  used  or 
intended  to  be  used  or  is  represented  as  suitable)  in  or  on 
food  or  drugs  or  devices  or  cosmetics  be  deemed  unsafe 
for  the  purposes  of  the  application  of  section  402(c), 
section  501(a)  (4),  or  section  601(e),  as  the  case  may  be 
unless — 
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(1)(A)  there  is  in  effect,  and  such  additive  and 
such  use  are  in  conformity  with,  a  regulation  issued 
under  subsection  (b)  of  this  section  listing  such  ad- 
ditive for  such  use,  including  any  provision  of  such 
regulation  prescribing  the  conditions  under  which 
such  additive  may  be  safely  used,  and  (B)  such  ad- 
ditive either  (i)  is  from  a  batch  certified,  in  accord- 
ance with  regulations  issued  pursuant  to  subsection 
(c),  for  such  use,  or  (ii)  has,  with  respect  to  such 
use,  been  exempted  by  the  Secretary  from  the  re- 
quirement of  certification;  or 

(2)  such  additive  and  such  use  thereof  conform 
to  the  terms  of  an  exemption  which  is  in  effect  pur- 
suant to  subsection  (f)  of  this  section. 

While  there  are  in  effect  regulations  under  subsections 
(b)  and  (c)  of  this  section  relating  to  a  color  additive 
or  an  exemption  pursuant  to  subsection  (f )  with  respect 
to  such  additive,  an  article  shall  not,  by  reason  of  bearing 
or  containing  such  additive  in  all  respects  in  accordance 
with  such  regulations  or  such  exemption,  be  considered 
adulterated  within  the  meaning  of  clause  (1)  of  section 
402(a)  if  such  article  is  a  food,  or  within  the  meaning 
of  section  601(a)  if  such  article  is  a  cosmetic  other  than 
a  hair  dye  (as  defined  in  the  last  sentence  of  section 
601(a) ).  A  color  additive  for  use  in  or  on  a  device  shall 
be  subject  to  this  section  only  if  the  color  additive  comes 
in  direct  contact  with  the  body  of  man  or  other  animals 
for  a  significant  period  of  time.  The  Secretary  may  by 
regulation  designate  the  uses  of  color  additives  in  or  on 
devices  which  are  subject  to  this  section. 

Listing  of  Colors 

(b)  (1)  The  Secretary  shall,  by  regulation,  provide  for 
separately  listing  color  additives  for  use  in  or  on  food, 
color  additives  for  use  in  or  on  drugs  or  devices,  and 
color  additives  for  use  in  or  on  cosmetics,  if  and  to  the 
extent  that  such  additives  are  suitable  and  safe  for  any 
such  use  when  employed  in  accordance  with  such 
regulations. 

(2)  (A)  Such  regulations  may  list  any  color  additive 
for  use  generally  in  or  on  food,  or  in  or  on  drugs  or  de- 
vices, or  in  or  on  cosmetics,  if  the  Secretary  finds  that 
such  additive  is  suitable  and  may  safely  be  employed  for 
such  general  use. 

(B)  If  the  data  before  the  Secretary  do  not  establish 
that  the  additive  satisfies  the  requirements  for  listing 
such  additive  on  the  applicable  list  pursuant  to  subpara- 
graph (A)  of  this  paragraph,  or  if  the  proposal  is  for 
listing  such  additive  for  a  more  limited  use  or  uses,  such 
regulations  may  list  such  additive  only  for  any  more  lim- 
ited use  or  uses  for  which  it  is  suitable  and  may  safely 
be  employed. 
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(3)  Such  regulations  shall,  to  the  extent  deemed  neces- 
sary by  the  Secretary  to  assure  the  safety  of  the  use  or 
uses  for  which  a  particular  color  additive  is  listed,  pre- 
scribe the  conditions  under  which  such  additive  may  be 
safely  employed  for  such  use  or  uses  (including,  but  not 
limited  to,  specifications,  hereafter  in  this  section  referred 
to  as  tolerance  limitations,  as  to  the  maximum  quantity 
or  quantities  which  may  be  used  or  permitted  to  remain 
in  or  on  the  article  or  articles  in  or  on  which  it  is  used ; 
specifications  as  to  the  manner  in  which  such  additive 
may  be  added  to  or  used  in  or  on  such  article  or  articles ; 
and  directions  or  other  labeling  or  packaging  require- 
ments for  such  additive). 

(4)  The  Secretary  shall  not  list  a  color  additive  under 
this  section  for  a  proposed  use  unless  the  data  before  him 
establish  that  such  use,  under  the  conditions  of  use  speci- 
fied in  the  regulations,  will  be  safe :  Provided,  however, 
That  a  color  additive  shall  be  deemed  to  be  suitable  and 
safe  for  the  purpose  of  listing  under  this  subsection  for 
use  generally  in  or  on  food,  while  there  is  in  effect  a  pub- 
lished finding  of  the  Secretary  declaring  such  substance 
exempt  from  the  term  "food  additive"  because  of  its  being 
generally  recognized  by  qualified  experts  as  safe  for  its 
intended  use,  as  provided  in  section  201  (s) . 

(5)  (A)  In  determining,  for  the  purposes  of  this  sec- 
tion, whether  a  proposed  use  of  a  color  additive  is  safe, 
the  Secretary  shall  consider,  among  other  relevant 
factors — 

(i)  the  probable  consumption  of,  or  other  rele- 
vant exposure  from,  the  additive  and  of  any  sub- 
stance formed  in  or  on  food,  drugs  or  devices,  or 
cosmetics  because  of  the  use  of  the  additive; 

(ii)  the  cumulative  effect,  if  any,  of  such  additive 
in  the  diet  of  man  or  animals,  taking  into  account 
the  same  or  any  chemically  or  pharmacologically 
related  substance  or  substances  in  such  diet ; 

(iii)  safety  factors  which,  in  the  opinion  of  ex- 
perts qualified  by  scientific  training  and  experience 
to  evaluate  the  safety  of  color  additives  for  the  use 
or  uses  for  which  the  additive  is  proposed  to  be 
listed,  are  generally  recognized  as  appropriate  for 
the  use  of  animal  experimentation  data ;  and 

(iv)  the  availability  of  any  needed  practicable 
methods  of  analysis  for  determining  the  identity 
and  quantity  of  (I)  the  pure  dye  and  all  interme- 
diates and  other  impurities  contained  in  such  color 
additive,  (II)  such  additive  in  or  on  any  article  of 
food,  drug  or  devices,  or  cosmetic,  and  (III)  any 
substance  formed  in  or  on  such  article  because  of  the 
use  of  such  additive. 
(B)  A  color  additive  (i)  shall  be  deemed  unsafe,  and 
shall  not  be  listed,  for  any  use  which  will  or  may  result 
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in  ingestion  of  all  or  part  of  such  additive,  if  the  addi- 
tive is  found  by  the  Secretary  to  induce  cancer  when  in- 
gested by  manor  animal,  or  if  it  is  found  by  the  Secre- 
tary, after  tests  which  are  appropriate  for  the  evaluation 
of  the  safety  of  additives  for  use  in  food,  to  induce  can- 
cer in  man  or  animal,  and  (ii)  shall  be  deemed  unsafe, 
and  shall  not  be  listed,  for  any  use  which  will  not  result 
in  ingestion  of  any  part  of  such  additive,  if,  after  tests 
which  are  appropriate  for  the  evaluation  of  the  safety 
of  additives  for  such  use,  or  after  other  relevant  exposure 
of  man  or  animal  to  such  additive,  it  is  found  by  the 
Secretary  to  induce  cancer  in  man  or  animal :  Provided, 
That  clause  (i)  of  this  subparagraph  (B)  shall  not  apply 
with  respect  to  the  use  of  a  color  additive  as  an  ingre- 
dient of  feed  for  animals  which  are  raised  for  food  pro- 
duction, if  the  Secretary  finds  that,  under  the  conditions 
of  use  and  feeding  specified  in  proposed  labeling  and 
reasonably  certain  to  be  followed  in  practice,  such  ad- 
ditive will  not  adversely  affect  the  animals  for  which 
such  feed  is  intended,  and  that  no  residue  of  the  additive 
will  be  found  (by  methods  of  examination  prescribed  or 
approved  by  the  Secretary  by  regulations,  which  regu- 
lations shall  not  be  subject  to  subsection  (d) )  in  any 
edible  portion  of  such  animals  after  slaughter  or  in  any 
food  yielded  by  or  derived  from  the  living  animal. 

(C)  (i)  In  any  proceeding  for  the  issuance,  amendment, 
or  repeal  of  a  regulation  listing  a  color  additive,  whether 
commenced  by  a  proposal  of  the  Secretary  on  his  own 
initiative  or  by  a  proposal  contained  in  a  petition,  the 
petitioner,  or  any  other  person  who  will  be  adversely  af- 
fected by  such  proposal  or  by  the  Secretary's  order  issued 
in  accordance  with  paragraph  (1)  of  section  701(e)  if 
placed  in  effect,  may  request,  within  the  time  specified 
in  this  subparagraph,  that  the  petition  or  order  thereon, 
or  the  Secretary's  proposal,  be  referred  to  an  advisory 
committee  for  a  report  and  recommendations  with  re- 
spect to  any  matter  arising  under  subparagraph  (B)  of 
this  paragraph,  which  is  involved  in  such  proposal  or 
order  and  which  requires  the  exercise  of  scientific  judg- 
ment. Upon  such  request,  or  if  the  Secretary  within  such 
time  deems  such  a  referral  necessary,  the  Secretary  shall 
forthwith  appoint  an  advisory  committee  under  subpara- 
graph (D)  of  this  paragraph  and  shall  refer  to  it,  to- 
gether with  all  the  data  before  him,  such  matter  arising 
under  subparagraph  (B)  for  study  thereof  and  for  a  re- 
port and  recommendations  on  such  matter.  A  person  who 
has  filed  a  petition  or  who  has  requested  the  referral  of  a 
matter  to  an  advisory  committee  pursuant  to  this  sub- 
paragraph (C) ,  as  well  as  representatives  of  the  Depart- 
ment of  Health,  Education,  and  Welfare,  shall  have  the 
right  to  consult  with  such  advisory  committee  in  connec- 
tion with  the  matter  referred  to  it.  The  request  for  re- 
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ferral  under  this  subparagraph,  or  the  Secretary's  re- 
ferral on  his  own  initiative,  may  be  made  at  any  time 
before,  or  within  thirty  days  after,  publication  of  an 
order  of  the  Secretary  acting  upon  the  petition  or  pro- 
posal. 

(ii)  Within  sixty  days  after  the  date  of  such  referral, 
or  within  an  additional  thirty  days  if  the  committee 
deems  such  additional  time  necessary,  the  committee 
shall,  after  independent  study  of  the  data  furnished  to 
it  by  the  Secretary  and  other  data  before  it,  certify  to 
the  Secretary  a  report  and  recommendations,  together 
with  all  underlying  data  and  a  statement  of  the  reasons 
or  basis  for  the  Recommendations.  A  copy  of  the  fore- 
going shall  be  promptly  supplied  by  the  Secretary  to  any 
person  who  has  filed  a  petition,  or  who  has  requested 
such  referral  to  the  advisory  committee.  Within  thirty 
days  after  such  certification,  and  after  giving  due  con- 
sideration to  all  data  then  before  him,  including  such 
report,  recommendation,  underlying  data,  and  statement, 
and  to  any  prior  order  issued  by  him  in  connection  with 
such  matter,  the  Secretary  shall  by  order  confirm  or  mod- 
ify any  order  therefore  issued  or,  if  no  such  prior  order 
has  been  issued,  shall  by  order  act  upon  the  petition  or 
other  proposal. 

(iii)  Where — 

(I)  by  reason  of  subparagraph  (B)  of  this  para- 
graph, the  Secretary  has  initiated  a  proposal  to  re- 
move from  listing  a  color  additive  previously  listed 
pursuant  to  this  section ;  and 

(II)  a  request  has  been  made  for  referral  of  such 
proposal  to  an  advisory  committee; 

the  Secretary  may  not  act  by  order  on  such  proposal 
until  the  advisory  committee  has  made  a  report  and 
recommendations  to  him  under  clause  (ii)  of  this  sub- 
paragraph and  he  has  considered  such  recommendations, 
unless  tne  Secretary  finds  that  emergency  conditions 
exist  necessitating  the  issuance  of  an  order  notwithstand- 
ing this  clause. 

(D)  The  advisory  committee  referred  to  in  subpara- 
graph (C)  of  this  paragraph  shall  be  composed  of  experts 
selected  by  the  National  Academy  of  Sciences,  qualified 
in  the  subject  matter  referred  to  the  committee  and  of 
adequately  diversified  professional  background,  except 
that  in  the  event  of  the  inability  or  refusal  of  the  National 
Academy  of  Sciences  to  act,  the  Secretary  shall  select 
the  members  of  the  committee.  The  size  of  the  committee 
shall  be  determined  by  the  Secretary.  Members  of  any 
advisory  committee  established  under  this  Act,  while 
attending  conferences  or  meetings  of  their  committees 
or  otherwise  serving  at  the  request  of  the  Secretary,  shall 
be  entitled  to  receive  compensation  at  rates  to  be  fixed 
by  the  Secretary  but  at  rates  not  exceeding  the  daily 
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equivalent  of  the  rate  specified  at  the  time  of  such  service 
for  grade  GS-18  of  the  General  Schedule,  including 
traveltime ;  and  while  away  from  their  homes  or  regular 
places  of  business  they  may  be  allowed  travel  expenses, 
including  per  diem  in  lieu  of  subsistence,  as  authorized  by 
section  5 /03(b)  of  title  5  of  the  United  States  Code  for 
persons  in  the  Government  service  employed  intermit- 
tently. The  members  shall  not  be  subject  to  any  other 
provisions  of  law  regarding  the  appointment  and  com- 
pensation of  employees  of  the  United  States.  The  Secre- 
tary shall  furnish  the  committee  with  adequate  clerical 
and  other  assistance,  and  shall  by  rules  and  regulations 
prescribe  the  procedure  to  be  followed  by  the  committee. 

(6)  The  Secretary  shall  not  list  a  color  additive  under 
this  subsection  for  a  proposed  use  if  the  data  before  him 
show  that  such  proposed  use  would  promote  deception 
of  the  consumer  in  violation  of  this  Act  or  would  other- 
wise result  in  misbranding  or  adulteration  within  the 
meaning  of  this  Act. 

(7)  If,  in  the  judgment  of  the  Secretary,  a  tolerance 
limitation  is  required  in  order  to  assure  that  a  proposed 
use  of  a  color  additive  will  be  safe,  the  Secretary — 

(A)  shall  not  list  the  additive  for  such  use  if  he 
finds  that  the  data  before  him  do  not  establish  that 
such  additive,  if  used  within  a  safe  tolerance  limita- 
tion, would  achieve  the  intended  physical  or  other 
technical  effect ;  and 

(B)  shall  not  fix  such  tolerance  limitation  at  a 
level  higher  than  he  finds  to  be  reasonably  required 
to  accomplish  the  intended  physical  or  other  tech- 
nical effect. 

(8)  If,  having  regard  to  the  aggregate  quantity  of 
color  additive  likely  to  be  consumed  in  the  diet  or  to  be 
applied  to  the  human  body,  the  Secretary  finds  that  the 
data  before  him  fail  to  show  that  it  would  be  safe  and 
otherwise  permissible  to  list  a  color  additive  (or  pharma- 
cologically related  color  additives)  of  all  uses  proposed 
therefor  and  at  the  levels  of  concentration  proposed,  the 
Secretary  shall,  in  determining  for  which  use  or  uses  such 
additive  (or  such  related  additives)  shall  be  or  remain 
listed,  or  how  the  aggregate  allowable  safe  tolerance  for 
such  additive  or  additives  shall  be  allocated  by  him 
among  the  uses  under  consideration,  take  into  account, 
among  other  relevant  factors  (and  subject  to  the  para- 
mount criterion  of  safety),  (A)  the  relative  marketa- 
bility of  the  articles  involved  as  affected  by  the  proposed 
uses  of  the  color  additive  (or  of  such  related  additives) 
in  or  on  such  articles,  and  the  relative  dependence  of  the 
industries  concerned  on  such  uses;  (B)  the  relative  ag- 
gregate amounts  of  such  color  additive  which  he  esti- 
mates would  be  consumed  in  the  diet  or  applied  to  the 
human  body  by  reason  of  the  various  uses  and  levels  of 
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concentration  proposed;  and  (C)  the  availability,  if  any, 
of  other  color  additives  suitable  and  safe  for  one  or  more 
of  the  uses  proposed. 

"     Certification  of  Colors 

(c)  The  Secretary  shall  further,  by  regulation,  provide 
(1)  for  the  certification,  with  safe  diluents  or  without 
diluents,  of  batches  of  color  additives  listed  pursuant  to 
subsection  (b)  and  conforming  to  the  requirements  for 
such  additives  established  by  regulations  under  such 
subsection  and  this  subsection,  and  (2)  for  exemption 
from  the  requirement  of  certification  in  the  case  of  any 
such  additive,  or  any  listing  or  use  thereof,  for  which  he 
finds  such  requirement  not  to  be  necessary  in  the  interest 
of  the  protection  of  the  public  health :  Provided,  That, 
with  respect  to  any  use  in  or  on  food  for  which  a  listed 
color  additive  is  deemed  to  be  safe  by  reason  of  the  pro- 
viso to  paragraph  (4)  of  subsection  (b),  the  requirement 
of  certification  shall  be  deemed  not  to  be  necessary  in  the 
interest  of  public  health  protection. 

Procedure  for  Issuance,  Amendment,  or  Repeal  of 
Regulations 

(d)  The  provisions  of  section  701  (e),  (f),  and  (g) 
of  this  Act  shall,  subject  to  the  provisions  of  subpara- 
graph (C)  of  subsection  (b)  (5)  of  this  section,  apply  to 
and  in  all  respects  govern  proceedings  for  the  issuance, 
amendment,  or  repeal  of  regulations  under  subsection  (b) 
or  (c)  of  this  section  (including  judicial  review  of  the 
Secretary's  action  in  such  proceedings)  and  the  admissi- 
bility of  transcripts  of  the  record  of  such  proceedings  in 
other  proceedings,  except  that — 

(1)  if  the  proceeding  is  commenced  by  the  filing 
of  a  petition,  notice  of  the  proposal  made  by  the 
petition  shall  be  published  in  general  terms  by  the 
Secretary  within  thirty  days  after  such  filing,  and 
the  Secretary's  order  (required  by  paragraph  (1)  of 
section  701(e))  acting  upon  such  proposal  shall,  in 
the  absence  of  prior  referral  (or  request  for  referral) 
to  an  advisory  committee,  be  issued  within  ninety 
days  after  the  date  of  such  filing,  except  that  the 
Secretary  may  (prior  to  such  ninetieth  day)  by 
written  notice  to  the  petitioner,  extend  such  ninety- 
day  period  to  such  time  (not  more  than  one  hundred 
and  eighty  days  after  the  date  of  filing  of  the  peti- 
tion) as  the  Secretary  deems  necessary  to  enable  him 
to  study  and  investigate  the  petition; 

(2)  any  report,  recommendations,  underlying 
data,  and  reasons  certified  to  the  Secretary  by  an  ad- 
visory committee  appointed  pursuant  to  subpara- 
graph (D)  of  subsection  (b)  (5)  of  this  section,  shall 
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be  made  a  part  of  the  record  of  any  hearing  if  rele- 
vant and  material,  subject  to  the  provisions  of  sec- 
tion 7(c)  of  the  Administrative  Procedure  Act  (5 
U.S.C.,  sec.  1006(c) ).  The  advisory  committee  shall 
designate  a  member  to  appear  and  testify  at  any  such 
hearing  with  respect  to  the  report  and  recommenda- 
tions of  such  committee  upon  request  of  the  Secre- 
tary, the  petitioner,  or  the  officer  conducting  the 
hearing,  but  this  shall  not  preclude  any  other  mem- 
ber of  the  advisory  committee  from  appearing  and 
testifying  at  such  hearing ; 

(3)  the  Secretary's  order  after  public  hearing 
(acting  upon  objections  filed  to  an  order  made  prior 
to  hearings)  shall  be  subject  to  the  requirements  of 
section409(f)(2);and 

(4)  the  scope  of  judicial  review  of  such  order  shall 
be  in  accordance  with  the  fourth  sentence  of  para- 
graph (2) ,  and  with  the  provisions  of  paragraph  (3) , 
of  section  409(g). 

Fees 

(e)  The  admitting  to  listing  and  certification  of  color 
additives,  in  accordance  with  regulations  prescribed  un- 
der this  Act,  shall  be  performed  only  upon  payment  of 
such  fees,  which  shall  be  specified  in  such  regulations,  as 
may  be  necessary  to  provide,  maintain,  and  equip  an 
adequate  service  for  such  purposes. 

Exemptions 

(f)  The  Secretary  shall  by  regulations  (issued  with- 
out regard  to  subsection  (d))  provide  for  exempting 
from  the  requirements  of  this  section  any  color  additive 
or  any  specific  type  of  use  thereof,  and  any  article  of  food, 
drug  or  device,  or  cosmetic  bearing  or  containing  such 
additive,  intended  solely  for  investigational  use  by 
qualified  experts  when  in  his  opinion  such  exemption  is 
consistent  with  the  public  health. 

Note. — Section  201  of  the  Labor-Federal  Security  Ap- 
propriation Act,  1944  (21  U.S.C.  377),  provides  that  the 
Secretary  in  carrying  into  effect  this  Act  "is  authorized 
to  cooperate  with  associations  and  scientific  societies  in 
the  revision  of  the  United  States  Pharmacopeia  and  in 
the  development  of  methods  of  analysis  and  mechanical 
and  physical  tests  necessary  to  carry  out  the  work  of  the 
Food  and  Drug  Administration." 

Effective  date  of  Sec.  706.  [The  Color  Additive 
Amendments  to  the  Federal  Food,  Drug,  and  Cosmetic 
Act  took  effect  on  the  date  of  enactment,  July  12, 1960, 
subject  to  the  provisions  of  sec.  203,  title  II,  of  P.L. 
86-618  which  follows: 
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Provisional  Listings  of  Commercially  Established  Colors 

(a)(1)  The  purpose  of  this  section  is  to  make  possible, 
on  an  interim  basis  for  a  reasonable  period,  through  pro- 
visional listings,  the  use  of  commercially  established 
color  additives  to  the  extent  consistent  with  the  public 
health,  pending  the  completion  of  the  scientific  investi- 
gations needed  as  a  basis  for  making  determinations  as 
to  listing  of  such  additives  under  the  basic  Act  [the  Fed- 
eral Food,  Drug,  and  Cosmetic  Act]  as  amended  by  this 
Act.  A  provisional  listing  (including  a  deemed  provi- 
sional listing)  of  a  color  additive  under  this  section  for 
any  use  shall,  unless  sooner  terminated  or  expiring  under 
the  provisions  of  this  section,  expire  (A)  on  the  closing 
date  (as  defined  in  paragraph  (2)  of  this  subsection)  or 
(B)  on  the  effective  date  of  a  listing  of  such  additive 
for  such  use  under  section  706  of  the  basic  Act,  whichever 
date  first  occurs. 

(2)  For  the  purposes  of  this  section,  the  term  "closing 
date"  means  (A)  the  last  day  of  the  two  and  one-half 
year  period  beginning  on  the  enactment  date  or  (B), 
with  respect  to  a  particular  provisional  listing  (or 
deemed  provisional  listing)  of  a  color  additive  or  use 
thereof,  such  later  closing  date  as  the  Secretary  may  from 
time  to  time  establish  pursuant  to  the  authority  of  this 
paragraph.  The  Secretary  may  by  regulation,  upon  ap- 
plication of  an  interested  person  or  on  his  own  initiative, 
from  time  to  time  postpone  the  original  closing  date  with 
respect  to  a  provisional  listing  (or  deemed  provisional 
listing)  under  this  section  of  a  specified  color  additive, 
or  of  a  specific  use  or  uses  of  such  additive,  for  such  period 
or  periods  as  he  finds  necessary  to  carry  out  the  purpose 
of  this  section,  if  in  the  Secretary's  judgment  such  action 
is  consistent  with  the  objective  of  carrying  to  completion 
in  good  faith,  as  soon  as  reasonably  practicable,  the  scien- 
tific investigations  necessary  for  making  a  determination 
as  to  listing  such  additive,  or  such  specified  use  or  uses 
thereof,  under  section  706  of  the  basic  Act.  The  Secre- 
tary may  terminate  a  postponement  of  the  closing  date 
at  any  time  if  he  finds  that  such  postponement  should 
not  have  been  granted,  or  that  by  reason  of  a  change  in 
circumstances  the  basis  for  such  postponement  no  longer 
exists,  or  that  there  has  been  a  failure  to  comply  with  a 
requirement  for  submission  of  progress  reports  or  with 
other  conditions  attached  to  such  postponement. 

(b)  Subject  to  the  other  provisions  of  this  section — 
(1)  any  color  additive  which  on  the  day  preceding 
the  enactment  date,  was  listed  and  certifiable  for  any 
use  or  uses  under  section  406(b),  504,  or  604,  or  un- 
der the  third  proviso  of  section  402(c),  of  the  basic 
Act,  and  of  which  a  batch  or  batches  had  been  certi- 
fied for  such  use  or  uses  prior  to  the  enactment  date, 
and 
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(2)   any  color  additive  which  was  commercially 
used  or  sold  prior  to  the  enactment  date  for  any 
use  or  uses  in  or  on  any  food,  drug,  or  cosmetic,  and 
which  either  (A),  on  the  day  preceding  the  enact- 
ment date,  was  not  a  material  within  the  purview  of 
any  of  the  provisions  of  the  basic  Act  enumerated  in 
paragraph  (1)  of  this  subsection,  or  (B)  is  the  color 
additive  known  as  synthetic  betacarotene, 
shall,  beginning  on  the  enactment  date,  be  deemed  to  be 
provisionally  listed  under  this  section  as  a  color  additive 
for  such  use  or  uses. 

(c)  Upon  request  of  any  person,  the  Secretary,  by  reg- 
ulations issued  under  subsection  (d),  shall  without  delay, 
if  on  the  basis  of  the  data  before  him  he  deems  such  action 
consistent  with  the  protection  of  the  public  health,  pro- 
visionally list  a  material  as  a  color  additive  for  any  use 
for  which  it  was  listed,  and  for  which  a  batch  or  batches 
of  such  material  had  been  certified,  under  section  406 
(b),  504,  or  604  of  the  basic  Act  prior  to  the  enactment 
date,  although  such  color  was  no  longer  listed  and  certi- 
fiable for  such  use  under  such  sections  on  the  day  preced- 
ing the  enactment  date.  Such  provisional  listing  shall 
take  effect  on  the  date  of  publication. 

(d)  (1)  The  Secretary  shall,  by  regulations  issued  or 
amended  from  time  to  time  under  this  section — 

(A)  insofar  as  practicable  promulgate  and  keep 
current  a  list  or  lists  of  the  color  additives,  and  of 
the  particular  uses  thereof,  which  he  finds  are  deemed 
provisionally  listed  under  subsection  (b),  and  the 
presence  of  a  color  additive  on  such  a  list  with  re- 
spect to  a  particular  use  shall,  in  any  proceeding 
under  the  basic  act,  be  conclusive  evidence  that  such 
provisional  listing  is  in  effect  ; 

(B)  provide  for  the  provisional  listing  of  the  color 
additives  and  particular  uses  thereof  specified  in  sub- 
section (c)  ; 

(C)  provide  with  respect  to  particular  uses  for 
which  color  additives  are  or  are  deemed  to  be  provi- 
sionally listed,  such  temporary  tolerance  limitations 
(including  such  limitations  at  zero  level)  and  other 
conditions  of  use  and  labeling  or  packaging  require- 
ments, if  any,  as  in  his  judgment  are  necessary  to 
protect  the  public  health  pending  listing  under  sec- 
tion 706  of  the  basic  act ; 

(D)  provide  for  the  certification  of  batches  of  such 
color  additives  (with  or  without  diluents)  for  the 
uses  for  which  they  are  so  listed  or  deemed  to  be 
listed  under  this  section,  except  that  such  an  addi- 
tive which  is  a  color  additive  deemed  provisionally 
listed  under  subsection  (b)  (2)  of  this  section  shail 
be  deemed  exempt  from  the  requirement  of  such  cer- 
tification while  not  subject  to  a  tolerance  limitation; 
and 
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(E)  provide  for  the  termination  of  a  provisional 
listing   (or  deemed  provisional  listing)   of  a  color 
additive  or  particular  use  thereof  forthwith  when- 
ever in  his  judgment  such  action  is  necessary  to  pro- 
tect the  public  health. 
(2)  (A)  Except  as  provided  in  subparagraph  (C)  of 
this  paragraph,  regulations  under  this  section  shall,  from 
time  to  time,  be  issued,  amended,  or  repealed  by  the  Sec- 
retary without  regard  to  the  requirements  of  the  basic 
act,  but  for  the  purposes  of  the  application  of  section 
706(e)  of  the  basic  act  (relating  to  fees)  and  of  deter- 
mining the  availability  of  appropriations  of  fees  (and 
of  advance  deposits  to  cover  fees),  proceedings,  regula- 
tions, and  certifications  under  this  section  shall  be  deemed 
to  be  proceedings,  regulations,  and  certifications  under 
such  section  706.  Regulations  providing  for  fees  (and  ad- 
vance deposits  to  cover  fees),  which  on  the  day  preced- 
ing the  enactment  date  were  in  effect  pursuant  to  section 
706  of  the  basic  act,  shall  be  deemed  to  be  regulations 
under  such  section  706  as  amended  by  this  act,  and  appro- 
priations of  fees  (and  advance  deposits)  available  for  the 
purposes  specified  in  such  section  706  as  in  effect  prior  to 
the  enactment  date  shall  be  available  for  the  purposes 
specified  in  such  section  706  as  so  amended. 
(B)  If  the  Secretary,  by  regulation — 

(i)  has  terminated  a  provisional  listing  (or  deemed 
provisional  listing)  of  a  color  additive  or  particular 
use  thereof  pursuant  to  paragraph  (1)  (E)  of  this 
subsection;  or 

(ii)  has,  pursuant  to  paragraph  (1)  (C)  or  para- 
graph (3)  of  this  subsection,  initially  established  or 
rendered  more  restrictive  a  tolerance  limitation  or 
other  restriction  or  requirement  with  respect  to  a 
provisional  listing  (or  deemed  provisional  listing) 
which  listing  had  become  effective  prior  to  such 
action, 
any  person  adversely  affected  by  such  action  may,  prior  to 
the  expiration  of  the  period  specified  in  clause  (A)  of 
subsection  (a)  (2)  of  this  section,  file  with  the  Secretary 
a  petition  for  amendment  of  such  regulation  so  as  to  re- 
voke or  modify  such  action  of  the  Secretary,  but  the  filing 
of  such  petition  shall  not  operate  to  stay  or  suspend  the 
effectiveness  of  such  action.  Such  petition  shall,  in  ac- 
cordance with  regulations,  set  forth  the  proposed  amend- 
ment and  shall  contain  data  (or  refer  to  data  which  are 
before  the  Secretary  or  of  which  he  will  take  official  no- 
tice) ,  which  show  that  the  revocation  or  modification  pro- 
posed is  consistent  with  the  protection  of  the  public 
health.  The  Secretary  shall,  after  publishing  such  pro- 
posal and  affording  all  interested  persons  an  opportunity 
to  present  their  views  thereon  orally  or  in  writing,  act 
upon  such  proposal  by  published  order. 
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(C)  Any  person  adversely  affected  by  an  order  entered 
under  subparagraph  (B)  of  this  paragraph  may,  within 
thirty  days  after  its  publication  file  objections  thereto 
with  the  Secretary,  specifying  with  particularity  the  pro- 
visions of  the  order  deemed  objectionable,  stating  reason- 
able grounds  for  such  objections,  and  requesting  a  public 
hearing  upon  such  objections.  The  Secretary  shall  hold 
a  public  hearing  on  such  objections  and  shall  on  the  basis 
of  the  evidence  adduced  at  such  hearing,  act  on  such 
objections  by  published  order.  Such  order  may  reinstate 
a  terminated  provisional  listing,  or  increase  or  dispense 
with  a  previously  established  temporary  tolerance  limita- 
tion, or  make  less  restrictive  any  other  limitation  estab- 
lished by  him  under  paragraph  (1)  or  (3)  of  this  sub- 
section, only  if  in  his  judgment  the  evidence  so  adduced 
shows  that  such  actions  will  be  consistent  with  the  pro- 
tection of  the  public  health.  An  order  entered  under  this 
subparagraph  shall  be  subject  to  judicial  review  in  ac- 
cordance with  section  701(f)  of  the  basic  act  except  that 
the  findings  and  order  of  the  Secretary  shall  be  sustained 
only  if  based  upon  a  fair  evaluation  of  the  entire  record 
at  such  hearing.  No  stay  or  suspension  of  such  order  shall 
be  ordered  by  the  court  pending  conclusion  of  such  judi- 
cial review. 

(D)  On  and  after  the  enactment  date,  regulations,  pro- 
visional listings,  and  certifications  (or  exemptions  from 
certification)  in  effect  under  this  section  shall,  for  the 
purpose  of  determining  whether  an  article  is  adulterated 
or  misbranded  within  the  meaning  of  the  basic  act  by 
reason  of  its  being,  bearing  or  containing  a  color  addi- 
tive, have  the  same  effect  as  would  regulations,  listings, 
and  certifications  (or  exemptions  from  certification)  un- 
der section  706  of  the  basic  act.  A  regulation,  provisional 
listing  or  termination  thereof,  tolerance,  limitation,  or 
certification  or  exemption  therefrom,  under  this  section 
shall  not  be  the  basis  for  any  presumption  or  inference 
in  any  proceeding  under  section  706  (b)  or  (c)  of  the 
basic  act. 

(3)  For  the  purpose  of  enabling  the  Secretary  to  carry 
out  his  functions  under  paragraphs  (1)  (A)  and  (C)  of 
this  subsection  with  respect  to  color  additives  deemed 
provisionally  listed,  he  shall,  as  soon  as  practicable  after 
enactment  of  this  act,  afford  by  public  notice  a  reasonable 
opportunity  to  interested  persons  to  submit  data  rele- 
vant thereto.  If  the  data  so  submitted  or  otherwise  before 
him  do  not,  in  his  judgment,  establish  a  reliable  basis 
for  including  such  a  color  additive  or  particular  use  or 
uses  thereof  in  a  list  or  lists  promulgated  under  para- 
graph (1)  (A),  or  for  determining  the  prevailing  level 
or  levels  of  use  thereof  prior  to  the  enactment  date  with 
a  view  to  prescribing  a  temporary  tolerance  or  tolerances 
for  such  use  or  uses  under  paragraph  (1)  (C),  the  Secre- 
tary snail  establish  a  temporary  tolerance  limitation  at 
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zero  level  for  such  use  or  uses  until  such  time  as  he  finds 
that  it  would  not  be  inconsistent  with  the  protection  of 
the  public  health  to  increase  or  dispense  with  such  tem- 
porary tolerance  limitation.] 

ADVERTISING    OF    CERTAIN    FOODS 

Sec.  707.  (a)  (1)  Except  as  provided  in  subsection  (c), 
before  the  Secretary  may  initiate  any  action  under  chap- 
ter III— 

(A)  with  respect  to  any  food  which  the  Secretary 
determines  is  misbranded  under  section  403(a)(2) 
because  of  its-advertising,  or 

(B)  with  respect  to  a  food's  advertising  which  the 
Secretary  determines  causes  the  food  to  be  so  mis- 
branded, 

the  Secretary  shall,  in  accordance  with  paragraph  (2), 
notify  in  writing  the  Federal  Trade  Commission  of  the 
action  the  Secretary  proposes  to  take  respecting  such  food 
or  advertising. 

(2)  The  notice  required  by  paragraph  (1)  shall — 

(A)  contain  (i)  a  description  of  the  action  the 
Secretary  proposes  to  take  and  of  the  advertising 
which  the  Secretary  has  determined  causes  a  food  to 
be  misbranded,  (ii)  a  statement  of  the  reasons  for  the 
Secretary's  determination  that  such  advertising  has 
caused  such  food  to  be  misbranded,  and 

(B)  be  accompanied  by  the  records,  documents, 
and  other  written  materials  which  the  Secretary  de- 
termines supports  his  determination  that  such  food  is 
misbranded  because  of  such  advertising. 

(b)  (1)  If  the  Secretary  notifies  the  Federal  Trade 
Commission  under  subsection  (a)  of  action  proposed  to 
be  taken  under  chapter  III  with  respect  to  a  food  or  food 
advertising  and  the  Commission  notifies  the  Secretary  in 
writing^  within  the  30- day  period  beginning  on  the  date  of 
the  receipt  of  such  notice,  that — 

(A)  it  has  initiated  under  the  Federal  Trade  Com- 
mission Act  an  investigation  of  such  advertising  to 
determine  if  it  is  prohibited  by  such  act  or  any  order 
or  rule  under  such  act, 

(B)  it  has  commenced  (or  intends  to  commence)  a 
civil  action  under  section  5,  13,  or  19  with  respect  to 
such  advertising  or  the  Attorney  General  has  com- 
menced (or  intends  to  commence)  a  civil  action  un- 
der section  5  with  respect  to  such  advertising, 

(C)  it  has  issued  and  served  (or  intends  to  issue 
and  serve)  a  complaint  under  section  5(b)  of  such 
act  respecting  such  advertising,  or 

(D)  pursuant  to  section  16(b)  of  such  act  it  has 
made  a  certification  to  the  Attorney  General  respect- 
ing such  advertising, 
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the  Secretary  may  not,  except  as  provided  by  paragraph 
(2) ,  initiate  the  action  described  in  the  Secretary's  notice 
to  the  Federal  Trade  Commission. 

(2)  If,  before  the  expiration  of  the  60-day  period  begin- 
ning on  the  date  the  Secretary  receives  a  notice  described 
in  paragraph  (1)  from  the  Federal  Trade  Commission 
in  response  to  a  notice  of  the  Secretary  under  subsection 
(a)- 

(A)  the  Commission  or  the  Attorney  General  does 
not  commence  a  civil  action  described  in  subpara- 
graph (B)  of  paragraph  (1)  of  this  subsection  re- 
specting the  advertising  described  in  the  Secretary's 
notice, 

(B)  the  Commission  does  not  issue  and  serve  a 
complaint  described  in  subparagraph  (C)  of  such 
paragraph  respecting  such  advertising,  or 

(C)  the  Commission  does  not  (as  described  in 
subparagraph  (D)  of  such  paragraph)  make  a  cer- 
tification to  the  Attorney  General  respecting  such  ad- 
vertising, or,  if  the  Commission  does  make  such  a 
certification  to  the  Attorney  General  respecting  such 
advertising,  the  Attorney  General,  before  the  expira- 
tion of  such  period,  does  not  cause  appropriate  crimi- 
nal proceedings  to  be  brought  against  such  adver- 
tising, 

the  Secretary  may,  after  the  expiration  of  such  period, 
initiate  the  action  described  in  the  notice  to  the  Com- 
mission pursuant  to  subsection  (a) .  The  Commission  shall 
promptly  notify  the  Secretary  of  the  commencement  by 
the  Commission  of  such  a  civil  action,  the  issuance  and 
service  by  it  of  such  a  complaint,  or  the  causing  by  the 
Attorney  General  of  criminal  proceedings  to  be  brought 
against  such  advertising. 

(c)  The  requirements  of  subsections  (a)  and  (b)  do 
not  apply  with  respect  to  action  under  chapter  III  with 
respect  to  any  food  or  food  advertising  if  the  Secretary 
determines  that  such  action  is  required  to  eliminate  an 
imminent  hazard  to  health. 

(d)  For  the  purpose  of  avoiding  unnecessary  duplica- 
tion, the  Secretary  shall  coordinate  any  action  taken  un- 
der chapter  III  because  of  advertising  which  the  Secre- 
tary determines  causes  a  food  to  be  misbranded  with  any 
action  of  the  Federal  Trade  Commission  under  the  Fed- 
eral Trade  Commission  Act  with  respect  to  such  ad- 
vertising. 

CONFIDENTIAL    INFORMATION 

Sec.  708.  The  Secretary  may  provide  any  information 
which  is  exempt  from  disclosure  pursuant  to  subsection 
(a)  of  section  552  of  title  5,  United  States  Code,  by  reason 
of  subsection  (b)  (4)  of  such  section  to  a  person  other 
than  an  officer  or  employee  of  the  Department  if  the 
Secretary  determines  such  other  person  requires  the  in- 
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formation  in  connection  with  an  activity  which  is  under- 
taken under  contract  with  the  Secretary,  which  relates 
to  the  administration  of  this  Act,  and  with  respect  to 
which  the  Secretary  (or  an  officer  or  employee  of  the 
Department)  is  not  prohibited  from  using  such  informa- 
tion. The  Secretary  shall  require  as  a  condition  to  the 
provision  of  information  under  this  section  that  the  per- 
son receiving  it  take  such  security  precautions  respecting 
the  information  as  the  Secretary  may  by  regulation 
prescribe. 

PRESUMPTION 

Sec.  709.  In  any  action  to  enforce  the  requirements  of 
this  Act  respecting  a  device  the  connection  with  inter- 
state commerce  required  for  jurisdiction  in  such  action 
shall  be  presumed  to  exist. 

CHAPTER  VIII— IMPORTS  AND  EXPORTS 

Sec.  801  [381].  (a)  The  Secretary  of  the  Treasury 
shall  deliver  to  the  Secretary  of  Health,  Education,  and 
Welfare,  upon  his  request,  samples  of  food,  drugs,  de- 
vices, and  cosmetics  which  are  being  imported  or  offered 
for  import  into  the  United  States,  giving  notice  thereof 
to  the  owner  or  consignee,  who  may  appear  before  the 
Secretary  of  Health,  Education,  and  Welfare  and  have 
the  right  to  introduce  testimony.  The  Secretary  of 
Health,  Education,  and  Welfare  shall  furnish  to  the  Sec- 
retary of  the  Treasury  a  list  of  establishments  registered 
pursuant  to  subsection  (i)  of  section  510  and  shall  request 
that  if  any  drugs  or  devices  manufactured,  prepared, 
propagated,  compounded,  or  processed  in  an  establish- 
ment not  so  registered  are  imported  or  offered  for  import 
into  the  United  States,  samples  of  such  drugs  or  devices 
be  delivered  to  the  Secretary  of  Health,  Education,  and 
Welfare,  with  notice  of  such  delivery  to  the  owner  or 
consignee,  who  may  appear  before  the  Secretary  of 
Health,  Education,  and  Welfare  and  have  the  right  to 
introduce  testimony.  If  it  appears  from  the  examination 
of  such  samples  or  otherwise  that  (1)  such  article  has 
been  manufactured,  processed,  or  packed  under  insani- 
tary conditions  or,  in  the  case  of  a  device,  the  methods 
used  in,  or  the  facilities  or  controls  used  for,  the  manu- 
facture, packing,  storage,  or  installation  of  the  device 
do  not  conform  to  the  requirements  of  section  520(f), 
or  (2)  such  article  is  forbidden  or  restricted  in  sale  in 
the  country  in  which  it  was  produced  or  from  which  it 
was  exported,  or  (3)  such  article  is  adulterated,  mis- 
branded,  or  in  violation  of  section  505,  then  such  article 
shall  be  refused  admission,  except  as  provided  in  subsec- 
tion (b)  of  this  section.  The  Secretary  of  the  Treasury 
shall  cause  the  destruction  of  any  such  article  refused 
admission  unless  such  article  is  exported,  under  regula- 


147 

tions  prescribed  by  the  Secretary  of  the  Treasury,  within 
ninety  days  of  the  date  of  notice  of  such  refusal  or  with- 
in such  additional  time  as  may  be  permitted  pursuant  to 
such  regulations.  Clause  (2)  of  the  third  sentence  of  this 
paragraph  shall  not  be  construed  to  prohibit  the  admis- 
sion of  narcotic  drugs  the  importation  of  which  is  per- 
mitted under  the  Controlled  Substances  Import  and 
Export  Act. 

(b)  Pending  decision  as  to  the  admission  of  an  article 
being  imported  or  offered  for  import,  the  Secretary  of  the 
Treasury  may  authorize  delivery  of  such  article  to  the 
owner  or  consignee  upon  the  execution  by  him  of  a  good 
and  sufficient  bond  providing  for  the  payment  of  such 
liquidated  damages  in  the  event  of  default  as  may  be  re- 
quired pursuant  to  regulations  of  the  Secretary  of  the 
Treasury.  If  it  appears  to  the  Secretary  of  Health,  Edu- 
cation, and  Welfare  that  an  article  included  within  the 
provisions  of  clause  (3)  of  subsection  (a)  of  this  section 
can,  by  relabeling  or  other  action,  be  brought  into  com- 
pliance with  the  Act  or  rendered  other  than  a  food,  drug, 
device,  or  cosmetic,  final  determination  as  to  admission 
of  such  article  may  be  deferred  and,  upon  filing  of  timely 
written  application  by  the  owner  or  consignee  and  the 
execution  by  him  of  a  bond  as  provided  in  the  preceding 
provisions  of  this  subsection,  the  Secretary  may,  in  ac- 
cordance with  regulations,  authorize  the  applicant  to 
perform  such  relabeling  or  other  action  specified  in  such 
authorization  (including  destruction  or  export  of  re- 
jected articles  or  portions  thereof,  as  may  be  specified  in 
the  Secretary's  authorization).  All  such  relabeling  or 
other  action  pursuant  to  such  authorization  shall  in  ac- 
cordance with  regulations  be  under  the  supervision  of  an 
officer  or  employee  of  the  Department  of  Health,  Educa- 
tion, and  Welfare  designated  by  the  Secretary,  or  an 
officer  or  employee  of  the  Department  of  the  Treasury 
designated  by  the  Secretary  of  the  Treasury. 

(c)  All  expenses  (including  travel,  per  diem  or  sub- 
sistence, and  salaries  of  officers  or  employees  of  the 
United  States)  in  connection  with  the  destruction  pro- 
vided for  in  subsection  (a)  of  this  section  and  the  super- 
vision of  the  relabeling  or  other  action  authorized  under 
the  provisions  of  subsection  (b)  of  this  section,  the 
amount  of  such  expenses  to  be  determined  in  accordance 
with  regulations,  and  all  expenses  in  connection  with  the 
storage,  cartage,  or  labor  with  respect  to  any  article 
refused  admission  under  subsection  (a)  of  this  section, 
shall  be  paid  by  the  owner  or  consignee  and,  in  default 
of  such  payment,  shall  constitute  a  lien  against  any 
future  importations  made  by  such  owner  or  consignee. 

(d)  (1)  A  food,  drug,  device,  or  cosmetic  intended  for 
export  shall  not  be  deemed  to  be  adulterated  or  mis- 
branded  under  this  Act  if  it — 
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(A)  accords  to  the  specifications  of  the  foreign 
purchaser, 

(B)  is  not  in  conflict  with  the  laws  of  the  country 
to  which  it  is  intended  for  export. 

(C)  is  labeled  on  the  outside  of  the  shipping 
package  that  it  is  intended  for  export,  and 

(D)  is  not  sold  or  offered  for  sale  in  domestic 
commerce. 

This  paragraph  does  not  authorize  the  exportation  of 
any  new  animal  drug,  or  an  animal  feed  bearing  or  con- 
taining a  new  animal  drug,  which  is  unsafe  within  the 
meaning  of  section  512. 

(2)  Paragraph  (1)  does  not  apply  to  any  device — 

(A)  which  does  not  comply  with  an  applicable 
requirement  of  section  514  or  515. 

(B)  which  under  section  520(g)  is  exempt  from 
either  such  section,  or 

(C)  which  is  a  banned  device  under  section  516, 
unless,  in  addition  to  the  requirements  of  paragraph  (1) , 
the  Secretary  has  determined  that  the  exportation  of 
the  device  is  not  contrary  to  public  health  and  safety  and 
has  the  approval  of  the  country  to  which  it  is  intended 
for  export. 

CHAPTER  IX— MISCELLANEOUS 

SEPARABILITY    CLAUSE 

Sec.  901  [391].  If  any  provision  of  this  Act  is  de- 
clared unconstitutional,  or  the  applicability  thereof  to 
any  person  or  circumstances  is  held  invalid,  the  con- 
stitutionality of  the  remainder  of  the  Act  and  the  ap- 
plicability thereof  to  other  persons  and  circumstances 
shall  not  be  affected  thereby. 

EFFECTIVE  DATE  AND  REPEALS 

Sec.  902  [392].  (a)  This  Act  shall  take  effect  twelve 
months  after  the  date  of  its  enactment.  The  Federal 
Food  and  Drug  Act  of  June  30,  1906,  as  amended 
(U.S.C.,  1934  ed.,  title  21,  sees.  1-15),  shall  remain  in 
force  until  such  effective  date,  and  except  as  otherwise 
provided  in  this  subsection,  is  hereby  repealed  effective 
upon  such  date :  Provided,  That  the  provisions  of  section 
701  shall  become  effective  on  the  enactment  of  this  Act, 
and  thereafter  the  Secretary  [of  Agriculture]  is  au- 
thorized hereby  to  (1)  conduct  hearings  and  to  promul- 
gate regulations  which  shall  become  effective  on  or  after 
the  effective  date  of  this  Act  as  the  Secretary  [of  Agri- 
culture] shall  direct,  and  (2)  designate  prior  to  the 
effective  date  of  this  Act  food  having  common  or  usual 
names  and  exempt  such  food  from  the  requirements  of 
clause  (2)  of  section  403 (i)   for  a  reasonable  time  to 
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permit  the  formulation,  promulgation,  and  effective 
application  of  definitions  and  standards  of  identity 
therefor  as  provided  by  section  401 :  Provided  further, 
That  sections  502(j),  505,  and  601(a),  and  all  other 
provisions  of  this  Act  to  the  extent  that  they  may  relate 
to  the  enforcement  of  such  sections,  shall  take  effect  on 
the  date  of  the  enactment  of  this  Act,  except  that  in  the 
case  of  a  cosmetic  to  which  the  proviso  of  section  601(a) 
relates,  such  cosmetic  shall  not,  prior  to  the  ninetieth 
day  after  such  date  of  enactment,  be  deemed  adulterated 
by  reason  of  the  failure  of  its  label  to  bear  the  legend 
prescribed  in  such  proviso :  Provided  further,  That  the 
Act  of  March  4, 1923  (U.S.C.,  1945  ed.  (title  21,  sec.  321a ; 
32  Stat.  1500,  ch.  268),  defining  butter  and  providing 
a  standard  therefor;  the  Act  of  July  24,  1919  (U.S.C., 
1946  ed.,  title  21,  sec.  321b;  41  Stat.  271,  ch.  26),  de- 
fining wrapped  meats  as  in  package  form;  and  the 
amendment  to  the  Food  and  Drug  Act,  section  10A, 
approved  August  27.  1935  (U.S.C.,  1946  ed.,  title  21, 
sec.  372a  [49  Stat.  871,  ch.  739]),  shall  remain  in  force 
and  effect  and  be  applicable  to  the  provisions  of  this  Act. 

(b)  Meats  and  meat  food  products  shall  be  exempt 
from  the  provisions  of  this  Act  to  the  extent  of  the 
application  or  the  extension  thereto  of  the  Meat  Inspec- 
tion Act,  approved  March  4,  1907,  as  amended  (U.S.C, 
1946  ed.,  title  21,  sees.  71-96;  34  Stat.  1260  et  seq.). 

(c)  Nothing  contained  in  this  Act  shall  be  construed 
as  in  any  way  affecting,  modifying,  repealing,  or  super- 
seding the  provisions  of  section  351  of  Public  Health 
Service  Act  (relating  to  viruses,  serums,  toxins,  and 
analogous  products  applicable  to  man)  ;  the  virus,  serum, 
toxin,  and  analogous  products  provisions,  applicable  to 
domestic  animals,  of  the  Act  of  Congress  approved 
March  4, 1913  (37  Stat.  832-833) ;  the  Filled  Cheese  Act 
of  June  6,  1896  (U.S.C.,  1946  ed.,  title  26,  ch.  17,  sees. 
2350-2362) :  the  Filled  Milk  Act  of  March  4, 1923  (U.S.C. 
1946  ed.,  title  21,  ch.  3,  sees.  61-64)  ;  or  the  Import  Milk 
Act  of  February  15, 1927  (U.S.C,  1946  ed.,  title  21,  ch.  4, 
sees.  141-149). 

(Approved  June  25, 1938.) 
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Part  A — Short  Title  ;  Findings  and  Declaration  ; 
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short  title 

Sec.  100.  This  title  may  be  cited  as  the  "Controlled  got!^' 801 
Substances  Act". 

FINDINGS   AND   DECLARATIONS 

Sec.  101.  The  Congress  makes  the  following  findings   21  U*8C-  801 
and  declarations: 

(1)  Many  of  the  drugs  included  within  this  title  have 
a  useful  and  legitimate  medical  purpose  and  are  necessary 
to  maintain  the  health  and  general  welfare  of  the  Ameri- 
can people. 

(2)  The  illegal  importation,  manufacture,  distribu- 
tion, and  possession  and  improper  use  of  controlled  sub- 
stances have  a  substantial  and  detrimental  effect  on  the 
health  and  general  welfare  of  the  American  people. 

(3)  A  major  portion  of  the  traffic  in  controlled  sub- 
stances flows  through  interstate  and  foreign  commerce. 
Incidents  of  the  traffic  which  are  not  an  integral  part  of 
the  interstate  or  foreign  flow,  such  as  manufacture,  local 
distribution,  and  possession,  nonetheless  have  a  substan- 
tial and  direct  effect  upon  interstate  commerce  because — 

(A)  after  manufacture,  many  controlled  sub- 
stances are  transported  in  interstate  commerce, 

(B)  controlled  substances  distributed  locally 
usually  have  been  transported  in  interstate  com- 
merce immediately  before  their  distribution,  and 

(C)  controlled  substances,  possessed  commonly 
flow  through  interstate  commerce  immediately  prior 
to  such  possession. 

(4)  Local  distribution  and  possession  of  controlled 
substances  contribute  to  swelling  the  interstate  traffic  in 
such  substances. 

(5)  Controlled  substances  manufactured  and  dis- 
tributed intrastate  cannot  be  differentiated  from  con- 
trolled substances  manufactured  and  distributed  inter- 
state. Thus,  it  is  not  feasible  to  distinguish,  in  terms  of 
controls,  between  controlled  substances  manufactured 
and  distributed  interstate  and  controlled  substances 
manufactured  and  distributed  intrastate. 

(6)  Federal  control  of  the  intrastate  incidents  of  the 
traffic  in  controlled  substances  is  essential  to  the  effective 
control  of  the  interstate  incidents  of  such  traffic. 
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(7)  The  United  States  is  a  party  to  the  Single  Con- 
vention on  Narcotic  Drugs,  1961,  and  other  international 
conventions  designed  to  establish  effective  control  over 
international  and  domestic  traffic  in  controlled  substances. 

DEFINITIONS 

21  u.s.c.  802  Sec.  102.  As  used  in  this  title : 

( 1 )  The  term  "addict"  means  any  individual  who  habit- 
ually uses  any  narcotic  drug  so  as  to  endanger  the  public 
morals,  healthf  safety,  or  welfare,  or  who  is  so  far  ad- 
dicted to  the  use  of  narcotic  drugs  as  to  have  lost  the 
power  of  self-control  with  reference  to  his  addiction. 

(2)  The  term  "administer"  refers  to  the  direct  appli- 
cation of  a  controlled  substance  to  the  body  of  a  patient 
or  research  subject  by — 

(A)  a  practitioner   (or,  in  his  presence,  by  his 
authorized  agent) ,  or 

( B )  the  patient  or  research  subject  at  the  direction 
and  in  the  presence  of  the  practitioner, 

whether  such  application  be  by  injection,  inhalation,  in- 
gestion, or  any  other  means. 

(3)  The  term  "agent"  means  an  authorized  person 
who  acts  on  behalf  of  or  at  the  direction  of  a  manufac- 
turer, distributor,  or  dispenser;  except  that  such  term 
does  not  include  a  common  or  contract  carrier,  public 
warehouseman,  or  employee  of  the  carrier  or  warehouse- 
man, when  acting  in  the  usual  and  lawful  course  of  the 
carrier's  or  warehouseman's  business. 

(4)  The  term  "Bureau  of  Narcotics  and  Dangerous 
Drugs"  means  the  Bureau  of  Narcotics  and  Dangerous 
Drugs  in  the  Department  of  Justice. 

(5)  The  term  "control"  means  to  add  a  drug  or  other 
substance,  or  immediate  precursor,  to  a  schedule  under 
part  B  of  this  title,  whether  by  transfer  from  another 
schedule  or  otherwise. 

(6)  The  term  "controlled  substance"  means  a  drug  or 
other  substance,  or  immediate  precursor,  included  in 
schedule  I,  II,  III,  IV,  or  V  of  part  B  of  this  title.  The 
term  does  not  include  distilled  spirits,  wine,  malt  bever- 
ages?  or  tobacco,  as  those  terms  are  defined  or  used  in 
subtitle  E  of  the  Internal  Revenue  Code  of  1954. 

(7)  The  term  "counterfeit  substance"  means  a  con- 
trolled substance  which,  or  the  container  or  labeling  of 
which,  without  authorization,  bears  the  trademark,  trade 
name,  or  other  identifying  mark,  imprint,  number,  or  de- 
vice, or  any  likeness  thereof,  of  a  manufacturer,  dis- 
tributor, or  dispenser  other  than  the  person  or  persons 
who  in  f Eict  manufactured,  distributed,  or  dispensed  such 
substance  and  which  thereby  falselv  purports  or  is  rep- 
resented to  be  the  product  of,  or  to  nave  been  distributed 
by,  such  other  manufacturer,  distributor,  or  dispenser. 
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(8)  The  terms  "deliver"  or  "delivery"  mean  the  actual, 
constructive,  or  attempted  transfer  of  a  controlled  sub- 
stance, whether  or  not  there  exists  an  agency  relationship. 

(9)  The  term  "depressant  or  stimulant  substance" 
means — 

(A)  a  drug  which  contains  any  quantity  of  (i)  bar- 
bituric acid  or  any  of  the  salts  of  barbituric  acid ;  or 
(ii)  any  derivative  of  barbituric  acid  which  has  been 
designated  by  the  Secretary  as  habit  forming  under 
section  502(d)  of  the  Federal  Food,  Drug,  and  Cos- 
metic Act  (21  U.S.C.  352(d) );  or 

(B)  a  drug  which  contains  any  quantity  of  (i) 
amphetamine  or  any  of  its  optical  isomers;  (ii)  any 
salt  of  amphetamine  or  any  salt  of  an  optical  isomer 
of  amphetamine;  or  (iii)  any  substance  which  the 
Attorney  General,  after  investigation,  has  found  to 
be,  and  by  regulation  designated  as,  habit  forming 
because  of  its  stimulant  effect  on  the  central  nervous 
system;  or 

(C)  lysergic  acid  diethylamide;  or 

(D)  any  drug  which  contains  any  quantity  of  a 
substance  which  the  Attorney  General,  after  inves- 
tigation, has  found  to  have,  and  by  regulation  desig 
nated  as  having,  a  potential  for  abuse  because  of  its 
depressant  or  stimulant  effect  on  the  central  nervous 
system  or  its  hallucinogenic  effect. 

( 10)  The  term  "dispense"  means  to  deliver  a  controlled 
substance  to  an  ultimate  user  or  research  subject  by,  or 
pursuant  to  the  lawful  order  of,  a  practitioner,  including 
the  prescribing  and  administering  of  a  controlled  sub 
stance  and  the  packaging,  labeling,  or  compounding 
necessary  to  prepare  the  substance  for  such  delivery.  The 
term  "dispenser"  means  a  practitioner  who  so  delivers  a 
controlled  substance  to  an  ultimate  user  or  research 
subject. 

(11)  The  term  "distribute"  means  to  deliver  (other 
than  by  administering  or  dispensing)  a  controlled  sub- 
stance. The  term  "distributor"  means  a  person  who  so 
delivers  a  controlled  substance. 

(12)  The  term  "drug"  has  the  meaning  given  that 
term  by  section  201(g)  (1)  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act. 

(13)  The  term  "felony"  means  any  Federal  or  State 
offense  classified  by  applicable  Federal  or  State  law  as 
a  felony. 

(14)  The  term  "manufacture"  means  the  production, 
preparation,  propagation,  compounding,  or  processing 
of  a  drug  or  other  substance,  either  directly  or  indirectly 
or  by  extraction  from  substances  of  natural  origin,  or 
independently  by  means  of  chemical  synthesis  or  by  a 
combination  of  extraction  and  chemical  synthesis,  and 
includes  any  packaging  or  repackaging  of  such  substance 
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or  labeling  or  relabeling  of  its  container ;  except  that  such 
term  does  not  include  the  preparation,  compounding, 
packaging,  or  labeling  of  a  drug  or  other  substance  in 
conformity  with  applicable  State  or  local  law  bv  a  prac- 
titioner as  an  incident  to  his  administration  or  dispensing 
of  such  drug  or  substance  in  the  course  of  his  professional 
practice.  The  term  "manufacturer"  means  a  person  who 
manufactures  a  drug  or  other  substance. 

(15)  The  term  "marihuana"  means  all  parts  of  the 
plant  Cannabis  sativa  L.,  whether  growing  or  not;  the 
seeds  thereof ;  the  resin  extracted  from  any  part  of  such 
plant;  and  every  compound,  manufacture,  salt,  deriva- 
tive, mixture,  or  preparation  of  such  plant,  its  seeds  or 
resin.  Such  term  does  not  include  the  mature  stalks  of 
such  plant,  fiber  produced  from  such  stalks,  oil  or  cake 
made  from  the  seeds  of  such  plant,  any  other  compound, 
manufacture,  salt,  derivative,  mixture,  or  preparation  of 
such  mature  stalks  (except  the  resin  extracted  there- 
from), fiber,  oil,  or  cake,  or  the  sterilized  seed  of  such 
plant  which  is  incapable  of  germination. 

(16)  The  term  "narcotic  drug"  means  any  of  the  fol- 
lowing, whether  produced  directly  or  indirectly  by 
extraction  from  substances  of  vegetable  origin,  or  inde- 

Eendently  by  means  of  chemical  synthesis,  or  by  a  com- 
ination  of  extraction  and  chemical  synthesis : 

(A)  Opium,  coca  leaves,  and  opiates. 

(B)  A  compound,  manufacture,  salt,  derivative,  or 
preparation  of  opium,  coca  leaves,  or  opiates. 

(C)  A  substance  (and  any  compound,  manufac- 
ture, salt,  derivative,  or  preparation  thereof)  which 
is  chemically  identical  with  any  of  the  substances  re- 
ferred to  in  clause  ( A)  or  (B) . 

Such  term  does  not  include  decocainized  coca  leaves  or 
extracts  of  coca  leaves,  which  extracts  do  not  contain  co- 
caine or  ecgonine. 

(17)  The  term  "opiate"  means  any  drug  or  other  sub- 
stance having  an  addiction-forming  or  addiction-sustain- 
ing liability  similar  to  morphine  or  being  capable  of 
conversion  into  a  drug  having  such  addiction-forming  or 
addiction-sustaining  liability. 

(18)  The  term  "opium  poppy"  means  the  plant  of  the 
species  Papaver  somniferum  L.,  except  the 'seed  thereof. 

(19)  The  term  "poppy  straw"  means  all  parts,  except 
the  seeds,  of  the  opium  poppy,  after  mowing. 

(20)  The  term  "practitioner"  means  a  physician,  den- 
tist, veterinarian,  scientific  investigator,  pharmacy,  hos- 
pital, or  other  person  licensed,  registered,  or  otherwise 
permitted,  by  trie  United  States  or  the  jurisdiction  in 
which  he  practices  or  does  research,  to  distribute,  dis- 
pense, conduct  research  with  respect  to,  administer,  or  use 
in  teaching  or  chemical  analysis,  a  controlled  substance  in 
the  course  of  professional  practice  or  research. 
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(21 )  The  term  "production"  includes  the  manufacture, 
planting,  cultivation,  growing,  or  harvesting  of  a  con- 
trolled substance. 

(22)  The  term  "immediate  precursor"  means  a  sub- 
stance— 

(A)  which  the  Attorney  General  has  found  to  be 
and  by  regulation  designated  as  being  the  principal 
compound  used,  or  produced  primarily  for  use,  in 
the  manufacture  of  a  controlled  substance ; 

(B)  which  is  an  immediate  chemical  intermediary 
used  or  likely  to  be  used  in  the  manufacture  of  such 
controlled  substance;  and 

(C)  the  control  of  which  is  necessary  to  prevent, 
curtail,  or  limit  the  manufacture  of  such  controlled 
substance. 

(23)  The  term  "Secretary",  unless  the  context  other- 
wise indicates,  means  the  Secretary  of  Health,  Educa- 
tion, and  Welfare. 

(24)  The  term  "State"  means  any  State,  territory,  or 
possession  of  the  United  States,  the  District  of  Columbia, 
the  Commonwealth  of  Puerto  Rico,  the  Trust  Territory 
of  the  Pacific  Islands,  and  the  Canal  Zone. 

(25)  The  term  "ultimate  user"  means  a  person  who  has 
lawfully  obtained,  and  who  possesses,  a  controlled  sub- 
stance for  his  own  use  or  for  the  use  of  a  member  of  his 
household  or  for  an  animal  owned  by  him  or  by  a  member 
of  his  household. 

(26)  The  term  "United  States",  when  used  in  a  geo- 
graphic sense,  means  all  places  and  waters,  continental 
or  insular,  subject  to  the  jurisdiction  of  the  United  States. 

(27)  The  term  "maintenance  treatment"  means  the 
dispensing,  for  a  period  in  excess  of  twenty-one  days,  of 
a  narcotic  drug  in  the  treatment  of  an  individual  for 
dependence  upon  heroin  or  other  morphine-like  drugs. 

(28)  The  term  "detoxification  treatment"  means  the 
dispensing,  for  a  period  not  in  excess  of  twenty-one  days, 
of  a  narcotic  drug  in  decreasing  doses  to  an  individual  in 
order  to  alleviate  adverse  physiological  or  psychological 
effects  incident  to  withdrawal  from  the  continuous  or 
sustained  use  of  a  narcotic  drug  and  as  a  method  of 
bringing  the  individual  to  a  narcotic  drug- free  state 
within  such  period. 

Part  B — Authority  To  Control;  Standards  and 
Schedules 

authority  and  criteria  for  classification  of 
substances 

Sec.  201.   (a)   The  Attorney  General  shall  apply  the   21  u.s.c.  an 
provisions  of  this  title  to  the  controlled  substances  listed 
in  the  schedules  established  by  section  202  of  this  title  and 
to  any  other  drug  or  other  substance  added  to  such 
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schedules  under  this  title.  Except  as  provided  in  sub- 
sections (d)  and  (e) ,  the  Attorney  General  may  by  rule — 

( 1 )  add  to  such  a  schedule  or  transfer  between  such 
schedules  any  drug  or  other  substance  if  he — 

(A)  finds  that  such  drug  or  other  substance 
has  a  potential  for  abuse,  and 

(B)  makes  with  respect  to  such  drug  or  other 
substance  the  findings  prescribed  by  subsection 
(b)  ot section  202  for  the  schedule  in  which  such 
drug  is  to  be  placed ;  or 

(2)  remove  any  drug  or  other  substance  from  the 
schedules  if  he  finds  that  the  drug  or  other  substance 
does  not  meet  the  requirements  for  inclusion  in  any 
schedule. 

Rules  of  the  Attorney  General  under  this  subsection  shall 
be  made  on  the  record  after  opportunity  for  a  hearing 
pursuant  to  the  rulemaking  procedures  prescribed  by  sub- 
chapter II  of  chapter  5  of  title  5  of  the  United  States 
Code.  Proceedings  for  the  issuance,  amendment,  or  repeal 
of  such  rules  may  be  initiated  by  the  Attorney  General 
(1 )  on  his  own  motion,  (2)  at  the  request  of  the  Secretary, 
or  (3)  on  the  petition  of  any  interested  party. 

(b)  The  Attorney  General  shall,  before  initiating  pro- 
ceedings under  subsection  (a)  to  control  a  drug  or  other 
substance  or  to  remove  a  drug  or  other  substance  entirely 
from  the  schedules,  and  after  gathering  the  necessary 
data,  request  from  the  Secretary  a  scientific  and  medical 
evaluation,  and  his  recommendations,  as  to  whether  such 
drug  or  other  substance  should  be  so  controlled  or  removed 
as  a  controlled  substance.  In  making  such  evaluation  and 
recommendations,  the  Secretary  shall  consider  the  fac- 
tors listed  in  paragraphs  (2),  (3),  (6),  (7),  and  (8)  of 
subsection  (c)  and  any  scientific  or  medical  considera- 
tions involved  in  paragraphs  (1),  (4),  and  (5)  of  such 
subsection.  The  recommendations  of  the  Secretary  shall 
include  recommendations  with  respect  to  the  appropriate 
schedule,  if  any,  under  which  such  drug  or  other  sub- 
stance should  be  listed.  The  evaluation  and  the  recom- 
mendations of  the  Secretary  shall  be  made  in  writing  and 
submitted  to  the  Attorney  General  within  a  reasonable 
time.  The  recommendations  of  the  Secretary  to  the  At- 
torney General  shall  be  binding  on  the  Attorney  General 
as  to  such  scientific  and  medical  matters,  and  if  the  Sec- 
retary recommends  that  a  drug  or  other  substance  not  be 
controlled,  the  Attorney  General  shall  not  control  the 
drug  or  other  substance.  If  the  Attorney  General  deter- 
mines that  these  facts  and  all  other  relevant  data  consti- 
tute substantial  evidence  of  potential  for  abuse  such  as  to 
warrant  control  or  substantial  evidence  that  the  drug  or 
other  substance  should  be  removed  entirely  from  the 
schedules,  he  shall  initiate  proceedings  for  control  or  re- 
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moval,  as  the  case  may  be,  under  subsection  (a). 

(c)  In  making  any  finding  under  subsection  (a)  of  this 
section  or  undei  subsection  (b)  of  section  202,  the  At- 
torney General  shall  consider  the  following  factors  with 
respect  to  each  drug  or  other  substance  proposed  to  be 
controlled  or  removed  from  the  schedules : 

(1)  Its  actual  or  relative  potential  for  abuse. 

(2)  Scientific  evidence  of  its  pharmacological  ef- 
fect, if  known. 

(3)  The  state  of  current  scientific  knowledge  re- 
garding the  drug  or  other  substance. 

(4)  Its  history  and  current  pattern  of  abuse. 

(5)  The  scope,  duration,  and  significance  of  abuse. 

(6)  What,  if  any,  risk  there  is  to  the  public  health. 

(7)  Its  psychic  or  physiological  dependence  lia- 
bility. 

(8)  Whether  the  substance  is  an  immediate  pre- 
cursor of  a  substance  already  controlled  under  this 
title. 

(d)  If  control  is  required  by  United  States  obligations 
under  international  treaties,  conventions,  or  protocols  in 
effect  on  the  effective  date  of  this  part,  the  Attorney  Gen- 
eral shall  issue  an  order  controlling  such  drug  under  the 
schedule  he  deems  most  appropriate  to  carry  out  such 
obligations,  without  regard  to  the  findings  required  by 
subsection  (a)  of  this  section  or  section  202(b)  and  with- 
out regard  to  the  procedures  prescribed  by  subsections 
(a)  and  (b)  of  this  section. 

(e)  The  Attorney  General  may,  without  regard  to  the 
findings  required  by  subsection  (a)  of  this  section  or 
section  202(b)  and  without  regard  to  the  procedures 
prescribed  by  subsections  (a)  and  (b)  of  this  section, 
place  an  immediate  precursor  in  the  same  schedule  in 
which  the  controlled  substance  of  which  it  is  an  immed- 
iate precursor  is  placed  or  in  any  other  schedule  with  a 
higher  numerical  designation.  If  the  Attorney  General 
designates  a  substance  as  an  immediate  precursor  and 
places  it  in  a  schedule,  other  substances  shall  not  be  placed 
in  a  schedule  solely  because  they  are  its  precursors. 

(f )  If,  at  the  time  a  new-drug  application  is  submit- 
ted to  the  Secretary  for  any  drug  having  a  stimulant, 
depressant,  or  hallucinogenic  effect  on  the  central  nervous 
system,  it  appears  that  such  drug  has  an  abuse  potential, 
such  information  shall  be  forwarded  by  the  Secretary  to 
the  Attorney  General. 

(g)  (1)  The  Attorney  General  shall  by  regulation  ex- 
clude any  nonnarcotic  substance  from  a  schedule  if  such 
substance  may,  under  the  Federal  Food,  Drug,  and  Cos- 
metic Act,  be  lawfully  sold  over  the  counter  without  a 
prescription. 

(2)  Dextromethorphan  shall  not  be  deemed  to  be  in- 
cluded in  any  schedule  by  reason  of  enactment  of  this  title 
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unless  controlled  after  the  date  of  such  enactment  pur- 
suant to  the  foregoing  provisions  of  this  section. 

SCHEDULES  OF  CONTROLLED  SUBSTANCES 

21  u.s.c.  812  Sec.  202.   (a)  There  are  established  five  schedules  of 

controlled  substances,  to  be  known  as  schedules  I,  II, 
III,  IV,  and  V.  Such  schedules  shall  initially  consist  of 
the  substances  listed  in  this  section.  The  schedules  estab- 
lished by  this  section  shall  be  updated  and  republished  on 
a  semiannual  basis  during  the  two-year  period  beginning 
one  year  after  Ihe  date  of  enactment  of  this  title  and 
shall  be  updated  and  republished  on  an  annual  basis 
thereafter. 

(b)  Except  where  control  is  required  by  United  States 
obligations  under  an  international  treaty,  convention,  or 
protocol,  in  effect  on  the  effective  date  of  this  part,  and 
except  in  the  case  of  an  immediate  precursor,  a  drug  or 
other  substance  may  not  be  placed  in  any  schedule  unless 
the  findings  required  for  such  schedule  are  made  with 
respect  to  such  drug  or  other  substance.  The  findings  re- 
quired for  each  of  the  schedules  are  as  follows: 

(1)  Schedule  I. — 

(A)  The  drug  or  other  substance  has  a  high  po- 
tential for  abuse. 

(B)  The  drug  or  other  substance  has  no  currently 
accepted  medical  use  in  treatment  in  the  United 
States. 

(C)  There  is  a  lack  of  accepted  safety  for  use  of 
the  drug  or  other  substance  under  medical  supervi- 
sion. 

(2)  Schedule  II. — 

(A)  The  drug  or  other  substance  has  a  high  po- 
tential for  abuse. 

(B)  The  drug  or  other  substance  has  a  currently 
accepted  medical  use  in  treatment  in  the  United 
States  or  a  currently  accepted  medical  use  with  severe 
restrictions. 

(C)  Abuse  of  the  drug  or  other  substances  may 
lead  to  severe  psychological  or  physical  dependence. 

(3)  Schedule  III. — 

(A)  The  drug  or  other  substance  has  a  potential 
for  abuse  less  than  the  drugs  or  other  substances  in 
schedules  I  and  II. 

(B)  The  drug  or  other  substance  has  a  currently 
accepted  medical  use  in  treatment  in  the  United 
States. 

(C)  Abuse  of  the  drug  or  other  substance  may 
lead  to  moderate  or  low  physical  dependence  or  high 
psychological  dependence. 

(4)  Schedule  IV. — 
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(A)  The  drug  or  other  substance  has  a  low  po- 
tential for  abuse  relative  to  the  drugs  or  other  sub- 
stances in  schedule  III. 

(B)  The  drug  or  other  substance  has  a  currently 
accepted  medical  use  in  treatment  in  the  United 
States. 

(C)  Abuse  of  the  drug  or  other  substance  may 
lead  to  limited  physical  dependence  or  psychological 
dependence  relative  to  the  drugs  or  other  substances 
in  schedule  III. 

(5)  Schedule  V. — 

(A)  The  drug  or  other  substance  has  a  low  poten- 
tial for  abuse  relative  to  the  drugs  or  other  sub- 
stances in  schedule  IV. 

(B)  The  drug  or  other  substance  has  a  currently 
accepted  medical  use  in  treatment  in  the  United 
States. 

(C)  Abuse  of  the  drug  or  other  substance  may 
lead  to  limited  physical  dependence  or  psychological 
dependence  relative  to  the  drugs  or  other  substances 
in  schedule  IV. 

(c)1  Schedules  I,  II,  III,  IV,  and  V  shall,  unless  and 
until  amended  pursuant  to  section  201,  consist  of  the  fol- 
lowing drugs  or  other  substances,  by  whatever  official 
name,  common  or  usual  name,  chemical  name,  or  brand 
name  designated : 

Schedule  I 

(a)  Unless  specifically  excepted  or  unless  listed  in  an-  opiates 
other  schedule,  any  of  the  following  opiates,  including 
their  isomers,  esters,  ethers,  salts?  and  salts  of  isomers, 
esters,  and  ethers,  whenever  the  existence  of  such  isomers, 
esters,  ethers,  and  salts  is  possible  within  the  specific 
chemical  designation : 

(1)  Acetylmethadol. 

(2)  Allylprodine. 

(3)  Alphacetylmathadol. 

(4)  Alphameprodine. 

(5)  Alphamethadol. 

(6)  Benzethidine. 

(7)  Betacetylmethadol. 

(8)  Betameprodine. 

(9)  Betamethadol. 

(10)  Betaprodine. 

(11)  Clomtazene. 

(12)  Dextromoramide. 

(13)  Dextrorphan. 

(14)  Diampromide. 

(15)  Diethylthiambutene. 

1  See  21  C.F.R.  ch.  II,  pt.  308  for  current  placement  of  substances  In 
the  schedules. 
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Opium  deriva- 
tives 


(16)  Dimenoxadol. 

(17)  Dimepheptanol. 

(18)  Dimethylthiambutene. 

(19)  Dioxaphetyl  butyrate. 

(20)  Dipipanone. 

(21^   Ethylmethylthiambutene. 

(22)  Etonitazene. 

(23)  Etoxeridine. 

(24)  Furethidine. 

(25)  Hydroxypethidine. 

(26)  Ketobemidone. 

(27)  Levomoramide. 

(28)  Levophenacylmorphan. 

(29)  Morpheridine. 

(30)  Noracymethadol. 

(31)  Norlevorphanol. 

(32)  Normethadone. 

(33)  Norpipanone. 

(34)  Phenadoxone. 

(35)  Phenampromide. 

(36)  Phenomorphan. 

(37)  Phenoperidine. 

(38)  Piritramide. 

(39)  Proheptazine. 

(40)  Properidine. 

(41)  Racemoramide. 

(42)  Trimeperidine. 

(b)  Unless  specifically  excepted  or  unless  listed  in  an- 
other schedule,  any  of  the  following  opium  derivatives, 
their  salts,  isomers,  and  salts  of  isomers  whenever  the  ex- 
istence of  such  salts,  isomers,  and  salts  of  isomers  is  pos- 
sible within  the  specific  chemical  designation : 

(1)  Acetorphine. 

(2)  Acetyldihydrocodeine. 

(3)  Benzylmorphine. 

(4)  Codeine  methylbromide. 

(5)  Codeine-N-Oxide. 

(6)  Cyprenorphine. 

(7)  Desomorphine. 

(8)  Dihydromorphine. 

(9)  Etorphine. 

(10)  Heroin. 

(11)  Hydromorphinol. 

(12)  Methyldesorphine. 

(13)  Methylhydromorphine. 

(14)  Morphine  methylbromide. 

(15)  Morphine  methylsulfonate. 

(16)  Morphine-N-Oxide. 

(17)  Myrophine. 

(18)  Nicocodeine. 

(19)  Nicomorphine. 
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(20)  Normorphine. 

(21)  Pholcodine. 

(22)  Thebacon. 

(c)  Unless  specifically  excepted  or  unless  listed  in  an- 
other schedule,  any  material,  compound,  mixture,  or  prep- 
aration, which  contains  any  quantity  of  the  following 
hallucinogenic  substances,  or  which  contains  any  of  their 
salts,  isomers,  and  salts  of  isomers  whenever  the  exis- 
tence of  such  salts,  isomers,  and  salts  of  isomers  is  pos- 
sible within  the  specific  chemical  designation : 

(1)  3,4-methylenedioxy  amphetamine. 

(2)  5-methoxy-3,4-methylenedioxy  amphetamine. 

(3)  3,4,5-trimethoxy  amphetamine. 

(4)  Bufotenine. 

(5)  Diethyltryptamine. 

(6)  Dimethyltryptamine. 

(7)  4-methyl-2,5-dimethoxy  amphetamine. 

(8)  Ibogaine. 

(9)  Lysergic  acid  diethylamide. 

(10)  Marihuana. 

(11)  Mescaline. 

(12)  Peyote. 

(13)  N-ethyl-3-piperidyl  benzilate. 

(14)  N-methyl-3-piperidyl  benzilate. 

(15)  Psilocybin. 

(16)  Psilocyn. 

( 17 )  Tetrahydrocannabinols. 

Schedule  II 

(a)  Unless  specifically  excepted  or  unless  listed  in  an- 
other schedule,  any  of  the  following  substances  whether 
produced  directly  or  indirectly  by  extraction  from  sub- 
stances of  vegetable  origin,  or  independently  by  means 
of  chemical  synthesis,  or  by  a  combination  of  extraction 
and  chemical  synthesis : 

(1)  Opium  and  opiate,  and  any  salt,  compound, 
derivative,  or  preparation  of  opium  or  opiate. 

(2)  Any  salt,  compound,  derivative,  or  preparation 
thereof  which  is  chemically  equivalent  or  identical 
with  any  of  the  substances  referred  to  in  clause  (1), 
except  that  these  substances  shall  not  include  the  iso- 
quinoline  alkaloids  of  opium. 

(3)  Opium  poppy  and  poppy  straw. 

(4)  Coca  leaves  and  any  salt,  compound,  deriva- 
tive, or  preparation  of  coca  leaves,  and  any  salt,  com- 
pound, derivative,  or  preparation  thereof  which  is 
chemically  equivalent  or  identical  with  any  of  these 
substances,  except  that  the  substances  shall  not  in- 
clude decocainized  coca  leaves  or  extraction  of  coca 
leaves,  which  extractions  do  not  contain  cocaine  or 
ecgonine. 


Hallucinogenic 
substances 
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(b)  Unless  specifically  excepted  or  unless  listed  in 
another  schedule,  any  of  the  following  opiates,  including 
their  isomers,  esters,  ethers,  salts,  and  salts  of  isomers, 
esters  and  ethers,  whenever  the  existence  of  such  isomers, 
esters,  ethers,  and  salts  is  possible  within  the  specific 
chemical  designation : 

(1)  Alphaprodine. 

(2)  Anilendine. 

(3)  Bezitramide. 

(4)  Dihydrocodeine. 

(5)  Diphenoxylate. 

(6)  Fentanyl. 

(7)  Isomethadone. 

(8)  Levomethorphan. 

(9)  Levorphanol. 

(10)  Metazocine. 

(11)  Methadone. 

(12)  Methadone-Intermediate,  4-cyano-2-dimeth- 
ylamino-4.4-diphenyl  butane. 

(13)  Moramide-Intermediate,  2-methyl-3  mor- 
pholino-1, 1-diphenylpropane-carboxylic  acid. 

(14)  Pethidine. 

(15)  Pethidine- Intermediate- A,  4-cyano-l-methyl- 
4-phenylpiperidine. 

(16)  Pethidine-Intermediate-B,  ethyl -4-phenyl- 
piperidine-4-carboxylate. 

(17)  Pethidine-Intermediate-C,  l-methyl-4-phen- 
ylpiperidine-4-carboxylic  acid. 

(18)  Phenazocine. 

(19)  Piminodine. 

(20)  Racemethorphan. 

(21)  Racemorphan. 

(c)  Unless  specifically  excepted  or  unless  listed  in  an- 
other schedule,  any  injectable  liquid  which  contains  any 
quantity  of  methamphetamine,  including  its  salts,  iso- 
mers, and  salts  of  isomers. 

Schedule  III 

(a)  x  Unless  specifically  excepted  or  unless  listed  in  an- 
other schedule,  any  material,  compound,  mixture,  or 
preparation  which  contains  any  quantity  of  the  following 
substances  having  a  stimulant  effect  on  the  central  nervous 
system : 

(1)  Amphetamine,  its  salts,  optical  isomers,  and 
salts  of  its  optical  isomers. 

( 2 )  Phenmetr azine  and  its  salts. 

(3)  Any  substance  (except  an  injectable  liquid) 
which  contains  any  quantity  of  methamphetamine, 
including  its  salts,  isomers,  and  salts  of  isomers. 


1  The  substances  referred  to  In  this  paragraph  have  been  administra- 
tively moved  to  Schedule  II. 
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(4)  Methylphenidate. 
(b)  Unless  specifically  excepted  or  unless  listed  in 
another  schedule,  any  material,  compound,  mixture,  or 
preparation  which  contains  any  quantity  of  the  following 
substances  having  a  depressant  effect  on  the  central  nerv- 
ous system: 

(1)  Any  substance  which  contains  any  quantity  of 
a  derivative  of  barbituric  acid,  or  any  salt  of  a  deriv- 
ative of  barbituric  acid. 

(2)  Chorexadol. 

(3)  Glutethimide. 


(4)  Lysergic  acid. 
(5J  Lysergic  acid : 
(6)  Methyprylon. 


(7)  Phencyclidine. 

(8)  Sulfondiethylmethane. 

(9)  Sulfonethylmethane. 

(10)  Sulfonmethane. 

(c)  Nalorphine. 

(d)  Unless  specifically  excepted  or  unless  listed  in  an-   Nicotic  dJugs 
other  schedule,   any  material,   compound,  mixture,   or 
preparation  containing  limited  quantities  of  any  of  the 
following  narcotic  drugs,  or  any  salts  thereof : 

(1)  Not  more  than  1.8  grams  of  codeine  per  100 
milliliters  or  not  more  than  90  milligrams  per  dos- 
age unit,  with  an  equal  or  greater  quantity  of  an 
isoquinoline  alkaloid  of  opium. 

(2)  Not  more  than  1.8  grams  of  codeine  per  100 
milliliters  or  not  more  than  90  milligrams  per  dos- 
age unit,  with  one  or  more  active,  nonnarcotic  in- 
gredients in  recognized  therapeutic  amounts. 

(3)  Not  more  than  300  milligrams  of  dihydroco- 
deinone  per  100  milliliters  or  not  more  than  15  milli- 
grams per  dosage  unit,  with  a  fourfold  or  greater 
quantity  of  an  isoquinoline  alkaloid  of  opium. 

(4)  Not  more  than  300  milligrams  of  dihydro- 
codeinone  per  100  milliliters  or  not  more  than  15 
milligrams  per  dosage  unit,  with  one  or  more  active, 
nonnarcotic  ingredients  in  recognized  therapeutic 
amounts. 

(5)  Not  more  than  1.8  grams  of  dihydrocodeine 
per  100  milliliters  or  not  more  than  90  milligrams 
per  dosage  unit,  with  one  or  more  active,  nonnarcotic 
ingredients  in  recognized  therapeutic  amounts. 

(6)  Not  more  than  300  milligrams  of  ethylmor- 
phine  per  100  milliliters  or  not  more  than  15  milli- 
grams per  dosage  unit,  with  one  or  more  active, 
nonnarcotic  ingredients  in  recognized  therapeutic 
amounts. 

(7)  Not  more  than  500  milligrams  of  opium  per 
100  milliliters  or  per  100  grams,  or  not  more  than  25 
milligrams  per  dosage  unit,  with  one  or  more  active, 
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nonnarcotic  ingredients  in  recognized  therapeutic 
amounts. 

(8)  Not  more  than  50  milligrams  of  morphine  per 
100  milliliters  or  per  100  grams  with  one  or  more 
active,  nonnarcotic  ingredients  in  recognized  thera- 
peutic amounts. 

Schedule  IV 

(1)  Barbital. 

(2)  Chloral  betaine. 

(3)  Chloral  hydrate. 

(4)  Ethchlorvynol. 

(5)  Ethinamate. 

(6)  Methohexital. 

(7)  Meprobamate. 

(8)  Methylphenobarbital. 

(9)  Paraldehyde. 

(10)  Petrichloral. 

(11)  Phenobarbital. 

Schedule  V 

Any  compound,  mixture,  or  preparation  containing  any 
of  the  following  limited  quantities  of  narcotic  drugs, 
which  shall  include  one  or  more  nonnarcotic  active 
medicinal  ingredients  in  sufficient  proportion  to  confer 
upon  the  compound,  mixture,  or  preparation  valuable 
medicinal  qualities  other  than  those  possessed  by  the 
narcotic  drug  alone : 

(1)  Not  more  than  200  milligrams  of  codeine  per 
100  milliliters  or  per  100  grams. 

(2)  Not  more  than  100  milligrams  of  dihydro- 
codeine  per  100  milliliters  or  per  100  grams. 

(3)  Not  more  than  100  milligrams  of  ethylmor- 
phine  per  100  milliliters  or  per  100  grams. 

(4)  Not  more  than  2.5  milligrams  of  diphenoxy- 
late and  not  less  than  25  micrograms  of  atropine  sul- 
fate per  dosage  unit. 

(5)  Not  more  than  100  milligrams  of  opium  per 
100  milliliters  or  per  100  grams. 

(d)  The  Attorney  General  may  by  regulation  except 
any  compound,  mixture,  or  preparation  containing  any 
depressant  or  stimulant  substance  in  paragraph  (a)  or 
(b)  of  schedule  III  or  in  schedule  IV  or  V  from  the 
application  of  all  or  any  part  of  this  title  if  (1)  the  com- 
pound, mixture,  or  preparation  contains  one  or  more 
active  medicinal  ingredients  not  having  a  depressant  or 
stimulant  effect  on  the  central  nervous  system,  and  (2) 
such  ingredients  are  included  therein  in  such  combina- 
tions, quantity,  proportion,  or  concentration  as  to  vitiate 
the  potential  for  abuse  of  the  substances  which  do  have  a 
depressant  or  stimulant  effect  on  the  central  nervous 
system. 
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Part  C — Registration  of  Manufacturers,  Distribu- 
tors, and  Dispensers  of  Controlled  Substances 

rules  and  regulations 

Sec.  301.  The  Attorney  General  is  authorized  to  pro-    21  u.s.c.  821 
mulgate  rules  and  regulations  and  to  charge  reasonable 
fees  relating  to  the  registration  and  control  of  the  manu- 
facture,   distribution,    and    dispensing    of    controlled 
substances. 

PERSONS  REQUIRED  TO  REGISTER 

Sec.  302.  (a)  Every  person  who  manufactures,  distrib-  21  u.s.c.  822 
utes,  or  dispenses  any  controlled  substance  or  who  pro- 
poses to  engage  in  the  manufacture,  distribution,  or  dis- 
pensing of  any  controlled  substance,  shall  obtain  an- 
nually a  registration  issued  by  the  Attorney  General  in 
accordance  with  the  rules  and  regulations  promulgated 
by  him. 

(b)  Persons  registered  by  the  Attorney  General  under 
this  title  to  manufacture,  distribute,  or  dispense  con- 
trolled substances  are  authorized  to  possess,  manufacture, 
distribute,  or  dispense  such  substances  (including  any 
such  activity  in  the  conduct  of  research)  to  the  extent 
authorized  by  their  registration  and  in  conformity  with 
the  other  provisions  of  this  title. 

(c)  The  following  persons  shall  not  be  required  to 
register  and  may  lawfully  possess  any  controlled  sub- 
stance under  this  title : 

(1 )  An  agent  or  employee  of  any  registered  manu- 
facturer, distributor,  or  dispenser  of  any  controlled 
substance  if  such  agent  or  employee  is  acting  in  the 
usual  course  of  his  business  or  employment. 

(2)  A  common  or  contract  carrier  or  warehouse- 
man, or  an  employee  thereof,  whose  possession  of  the 
controlled  substance  is  in  the  usual  course  of  his 
business  or  employment. 

(3)  An  ultimate  user  who  possesses  such  sub- 
stance for  a  purpose  specified  in  section  102(25) . 

(d)  The  Attorney  General  may,  by  regulation,  waive 
the  requirement  for  registration  of  certain  manufac- 
turers, distributors,  or  dispensers  if  he  finds  it  consistent 
with  the  public  health  and  safety. 

(e)  A  separate  registration  shall  be  required  at  each 
principal  place  of  business  or  professional  practice  where 
the  applicant  manufactures,  distributes,  or  dispenses 
controlled  substances. 

(f)  The  Attorney  General  is  authorized  to  inspect  the 
establishment  of  a  registrant  or  applicant  for  registration 
in  accordance  with  the  rules  and  regulations  promulgated 
by  him. 
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REGISTRATION    REQUIREMENTS 


2iu.s.c.  823  Sec.  303.  (a)  The  Attorney  General  shall  register  an 

applicant  to  manufacture  controlled  substances  in  sched- 
ule I  or  II  if  he  determines  that  such  registration  is  con- 
sistent with  the  public  interest  and  with  United  States 
obligations  under  international  treaties,  conventions,  or 
protocols  in  effect  on  the  effective  date  of  this  part.  In 
determining  the  public  interest,  the  following  factors 
shall  be  considered : 

(1)  maintenance  of  effective  controls  against  di- 
version of  particular  controlled  substances  and  any 
controlled  substance  in  schedule  I  or  II  compounded 
therefrom  into  other  than  legitimate  medical,  scien- 
tific, research,  or  industrial  channels,  by  limiting  the 
importation  and  bulk  manufacture  of  such  controlled 
substances  to  a  number  of  establishments  which  can 
produce  an  adequate  and  uninterrupted  supply  of 
these  substances  under  adequately  competitive  con- 
ditions for  legitimate  medical,  scientific,  research, 
and  industrial  purposes; 

(2)  compliance  with  applicable  State  and  local 
law; 

(3)  promotion  of  technical  advances  in  the  art  of 
manufacturing  these  substances  and  the  development 
of  new  substances ; 

(4)  prior  conviction  record  of  applicant  under 
Federal  and  State  laws  relating  to  the  manufacture, 
distribution,  or  dispensing  of  such  substances ; 

(5)  past  experience  in  the  manufacture  of  con- 
trolled substances,  and  the  existence  in  the  establish- 
ment of  effective  control  against  diversion ;  and 

(6)  such  other  factors  as  may  be  relevant  to  and 
consistent  with  the  public  health  and  safety. 

(b)  The  Attorney  General  shall  register  an  applicant 
to  distribute  a  controlled  substance  in  schedule  I  or  II 
unless  he  determines  that  the  issuance  of  such  registration 
is  inconsistent  with  the  public  interest.  In  determining 
the  public  interest,  the  following  factors  shall  be 
considered : 

(1)  maintenance  of  effective  controls  against  di- 
version of  particular  controlled  substances  into  other 
than  legitimate  medical,  scientific,  and  industrial 
channels ; 

(2)  compliance  with  applicable  State  and  local 
law; 

(3)  prior  conviction  record  of  applicant  under 
Federal  or  State  laws  relating  to  the  manufacture, 
distribution,  or  dispensing  of  such  substances; 

(4)  past  experience  in  the  distribution  of  con- 
trolled substances ;  and 

(5)  such  other  factors  as  may  be  relevant  to  and 
consistent  with  the  public  health  and  safety. 
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(c)  Registration  granted  under  subsections  (a)  and 
(b)  of  this  section  shall  not  entitle  a  registrant  to  (1) 
manufacture  or  distribute  controlled  substances  in  sched- 
ule I  or  II  other  than  those  specified  in  the  registration, 
or  (2)  manufacture  any  quantity  of  those  controlled  sub- 
stances in  excess  of  the  quota  assigned  pursuant  to  section 
306. 

(d)  The  Attorney  General  shall  register  an  applicant 
to  manufacture  controlled  substances  in  schedule  III,  IV, 
or  V,  unless  he  determines  that  the  issuance  of  such  regis- 
tration is  inconsistent  with  the  public  interest.  In  deter- 
mining the  public  interest,  the  following  factors  shall  be 
considered : 

(1)  maintenance  of  effective  controls  against  di- 
version of  particular  controlled  substances  and  any 
controlled  substance  in  schedule  III,  IV,  or  V  com- 
pounded therefrom  into  other  than  legitimate  medi- 
cal, scientific,  or  industrial  channels ; 

(2)  compliance  with  applicable  State  and  local 
law; 

(3)  promotion  of  technical  advances  in  the  art  of 
manufacturing  these  substances  and  the  develop- 
ment of  new  substances ; 

(4)  prior  conviction  record  of  applicant  under 
Federal  or  State  laws  relating  to  the  manufacture, 
distribution,  or  dispensing  of  such  substances; 

(5)  past  experience  in  the  manufacture,  distribu- 
tion, and  dispensing  of  controlled  substances,  and  the 
existence  in  the  establishment  of  effective  controls 
against  diversion ;  and 

(6)  such  other  factors  as  may  be  relevant  to  and 
consistent  with  the  public  health  and  safety. 

(e)  The  Attorney  General  shall  register  an  applicant 
to  distribute  controlled  substances  in  schedule  III,  IV, 
or  V,  unless  he  determines  that  the  issuance  of  such 
registration  is  inconsistent  with  the  public  interest.  In 
determining  the  public  interest,  the  following  factors 
shall  be  considered : 

(1)  maintenance  of  effective  controls  against  di- 
version of  particular  controlled  substances  into  other 
than  legitimate  medical,  scientific,  and  industrial 
channels ; 

(2)  compliance  with  applicable  State  and  local 
law; 

(3)  prior  conviction  record  of  applicant  under 
Federal  or  State  laws  relating  to  the  manufacture, 
distribution,  or  dispensing  of  such  substances; 

(4)  past  experience  in  the  distribution  of  con- 
trolled substances ;  and 

(5)  such  other  factors  as  may  be  relevant  to  and 
consistent  with  the  public  health  and  safety. 

(f )  Practitioners  shall  be  registered  to  dispense  or  con- 
duct research  with  controlled  substances  in  schedule  II, 
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III,  IV,  or  V  if  they  are  authorized  to  dispense  or  con- 
duct research  under  the  law  of  the  State  in  which  they 
practice.  Separate  registration  under  this  part  for  prac- 
titioners engaging  in  research  with  nonnarcotic  con- 
trolled substances  in  schedule  II,  III,  IV,  or  V,  who  are 
already  registered  under  this  part  in  another  capacity, 
shall  not  be  required.  Pharmacies  (as  distinguished  from 
pharmacists)  when  engaged  in  commercial  activities, 
shall  be  registered  to  dispense  controlled  substances  in 
schedule  II,  III,  IV,  or  V  if  they  are  authorized  to 
dispense  under  the  law  of  the  State  in  which  they  regu- 
larly conduct  business.  Registration  applications  by  prac- 
titioners wishing  to  conduct  research  with  controlled 
substances  in  schedule  I  shall  be  referred  to  the  Secre- 
tary, who  shall  determine  qualifications  and  competency 
of  each  practitioner  requesting  registration,  as  well  as 
the  merits  of  the  research  protocol.  The  Secretary,  in 
determining  the  merits  of  each  research  protocol,  shall 
consult  with  the  Attorney  General  as  to  effective  pro- 
cedures to  adequately  safeguard  against  diversion  of 
such  controlled  substances  from  legitimate  medical  or 
scientific  use.  Registration  for  the  purpose  of  bona  fide 
research  with  controlled  substances  in  schedule  I  by  a 
practitioner  deemed  qualified  by  the  Secretary  may  be 
denied  by  the  Attorney  General  only  on  a  ground  spec- 
ified in  section  304  ( a ) . 

(g)  Practitioners  who  dispense  narcotic  drugs  to  indi- 
viduals for  maintenance  treatment  or  detoxification 
treatment  shall  obtain  annually  a  separate  registration 
for  that  purpose.  The  Attorney  General  shall  register 
an  applicant  to  dispense  narcotic  drugs  to  individuals  for 
maintenance  treatment  or  detoxification  treatment  (or 
both)  — 

(1)  if  the  applicant  is  a  practitioner  who  is  de- 
termined by  the  Secretary  to  be  qualified  (under 
standards  established  by  the  Secretary)  to  engage 
in  the  treatment  with  respect  to  which  registration 
is  sought ; 

(2)  if  the  Attorney  General  determines  that  the 
applicant  will  comply  with  standards  established  by 
the  Attorney  General  respecting  (A)  security  of 
stocks  of  narcotic  drugs  for  such  treatment,  and  (B) 
the  maintenance  of  records  (in  accordance  with 
section  307)  on  such  drugs;  and 

(3)  if  the  Secretary  determines  that  the  applicant 
will  comply  with  standards  established  by  the  Sec- 
retary (after  consultation  with  the  Attorney  Gen- 
eral) respecting  the  quantities  of  narcotic  drugs 
which  may  be  provided  for  unsupervised  use  by 
individuals  in  such  treatment. 
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DENIAL,  REVOCATION,  OR  SUSPENSION  OF  REGISTRATION 

Sec.  304.  (a)  A  registration  pursuant  to  section  303  to   21  u.s.c.  824 
manufacture,  distribute,  or  dispense  a  controlled  sub- 
stance may  be  suspended  or  revoked  by  the  Attorney 
General  upon  a  finding  that  the  registrant — 

(1)  has  materially  falsified  any  application  filed 
pursuant  to  or  required  by  this  title  or  title  III ; 

(2)  has  been  convicted  of  a  felony  under  this  title 
or  title  III  or  any  other  law  of  the  United  States, 
or  of  any  State,  relating  to  any  substance  defined  in 
this  title  as  a  controlled  substance ;  or 

(3)  has  had  his  State  license  or  registration  sus- 
pended, revoked,  or  denied  by  competent  State  au- 
thority and  is  no  longer  authorized  by  State  law  to 
engage  in  the  manufacturing,  distribution,  or  dis- 
pensing of  controlled  substances. 

A  registration  pursuant  to  section  303(g)  to  dispense 
a  narcotic  drug  for  maintenance  treatment  or  detoxifica- 
tion treatment  may  be  suspended  or  revoked  by  the 
Attorney  General  upon  a  finding  that  the  registrant  has 
failed  to  comply  with  any  standard  referred  to  in  section 
303(g). 

(b)  The  Attorney  General  may  limit  revocation  or 
suspension  of  a  registration  to  the  particular  controlled 
substance  with  respect  to  which  grounds  for  revocation 
or  suspension  exist. 

(c)  Before  taking  action  pursuant  to  this  section,  or 
pursuant  to  a  denial  of  registration  under  section  303, 
the  Attorney  General  shall  serve  upon  the  applicant  or 
registrant  an  order  to  show  cause  why  registration  should 
not  be  denied,  revoked,  or  suspended.  The  order  to  show 
cause  shall  contain  a  statement  of  the  basis  thereof  and 
shall  call  upon  the  applicant  or  registrant  to  appear  be- 
fore the  Attorney  General  at  a  time  and  place  stated  in 
the  order,  but  in  no  event  less  than  thirty  days  after  the 
date  of  receipt  of  the  order.  Proceedings  to  deny,  revoke, 
or  suspend  shall  be  conducted  pursuant  to  this  section 
in  accordance  with  subchapter  II  of  chapter  5  of  title 
5  of  the  United  States  Code.  Such  proceedings  shall  be 
independent  of,  and  not  in  lieu  of,  criminal  prosecution 
or  other  proceedings  under  this  title  or  any  other  law  of 
the  United  States. 

(d)  The  Attorney  General  may,  in  his  discretion,  sus- 
pend any  registration  simultaneously  with  the  institu- 
tion of  proceedings  under  this  section,  in  cases  where  he 
finds  that  there  is  an  imminent  danger  to  the  public 
health  or  safety.  A  failure  to  comply  with  a  standard 
referred  to  in  section  303(g)  may  be  treated  under  this 
subsection  as  grounds  for  immediate  suspension  of  a  reg- 
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istration  granted  under  such  section.  A  suspension  under 
this  subsection  shall  continue  in  effect  until  the  conclusion 
of  such  proceedings,  including  judicial  review  thereof, 
unless  sooner  withdrawn  by  the  Attorney  General  or  dis- 
solved by  a  court  of  competent  jurisdiction. 

(e)  The  suspension  or  revocation  of  a  registration 
under  this  section  shall  operate  to  suspend  or  revoke  any 
quota  applicable  under  section  306. 

(f)  In  the  event  the  Attorney  General  suspends  or 
revokes  a  registration  granted  under  section  303,  all  con- 
trolled substances -owned  or  possessed  by  the  registrant 
pursuant  to  such  registration  at  the  time  of  suspension 
or  the  effective  date  of  the  revocation  order,  as  the  case 
may  be,  may,  in  the  discretion  of  the  Attorney  General, 
be  placed  under  seal.  No  disposition  may  be  made  of  any 
controlled  substances  under  seal  until  the  time  for  taking 
an  appeal  has  elapsed  or  until  all  appeals  have  been 
concluded  except  that  a  court,  upon  application  therefor, 
may  at  any  time  order  the  sale  of  perishable  controlled 
substances.  Any  such  order  shall  require  the  deposit  of 
the  proceeds  of  the  sale  with  the  court.  Upon  a  revocation 
order  becoming  final,  all  such  controlled  substances  (or 
proceeds  of  sale  deposited  in  court)  shall  be  forfeited  to 
the  United  States;  and  the  Attorney  General  shall  dis- 
pose of  such  controlled  substances  in  accordance  with  sec- 
tion 511(e). 

LABELING  AND  PACKAGING  REQUIREMENTS 

21  U.S.C.  825  Sec.  305.  (a)  It  shall  be  unlawful  to  distribute  a  con- 

trolled substance  in  a  commercial  container  unless  such 
container,  when  and  as  required  by  regulations  of  the 
Attorney  General,  bears  a  label  (as  defined  in  section 
201  (k)  of  the  Federal  Food,  Drug,  and  Cosmetic  Act) 
containing  an  identifying  symbol  for  such  substance  in 
accordance  with  such  regulations.  A  different  symbol 
shall  be  required  for  each  schedule  of  controlled  sub- 
stances. 

(b)  It  shall  be  unlawful  for  the  manufacturer  of  any 
controlled  substance  to  distribute  such  substances  unless 
the  labeling  (as  defined  in  section  201  (m)  of  the  Federal 
Food,  Drug,  and  Cosmetic  Act)  of  such  substance  con- 
tains, when  and  as  required  by  regulations  of  the  Attor- 
ney General,  the  identifying  symbol  required  under  sub- 
section  (a). 

(c)  The  Secretary  shall  prescribe  regulations  under 
section  503(b)  of  the  Federal  Food,  Drug,  and  Cosmetic 
Act  which  shall  provide  that  the  label  of  a  drug  listed  in 
schedule  II,  III,  or  IV  shall,  when  dispensed  to  or  for  a 
patient,  contain  a  clear,  concise  warning  that  it  is  a  crime 
to  transfer  the  drug  to  any  person  other  than  the  patient. 
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(d)  It  shall  be  unlawful  to  distribute  controlled  sub- 
stances in  schedule  I  or  II,  and  narcotic  drugs  in  schedule 
III  or  IV,  unless  the  bottle  or  other  container,  stopper, 
covering,  or  wrapper  thereof  is  securely  sealed  as  required 
by  regulations  of  the  Attorney  General. 

QUOTAS  APPLICABLE  TO  CERTAIN   SUBSTANCES 

Sec.  306.  (a)  The  Attorney  General  shall  determine  21  u-8«c- 
the  total  quantity  and  establish  production  quotas  for 
each  basic  class  of  controlled  substance  in  schedules  I  and 
II  to  be  manufactured  each  calendar  year  to  provide  for 
the  estimated  medical,  scientific,  research,  and  industrial 
needs  of  the  United  States,  for  lawful  export  require- 
ments, and  for  the  establishment  and  maintenance  of 
reserve  stocks.  Production  quotas  shall  be  established  in 
terms  of  quantities  of  each  basic  class  of  controlled  sub- 
stance and  not  in  terms  of  individual  pharmaceutical 
dosage  forms  prepared  from  or  containing  such  a  con- 
trolled substance. 

(b)  The  Attorney  General  shall  limit  or  reduce  indi- 
vidual production  quotas  to  the  extent  necessary  to  pre- 
vent the  aggregate,  of  individual  quotas  from  exceeding 
the  amount  determined  necessary  each  year  by  the  Attor- 
ney General  under  subsection  (a).  The  quota  of  each 
registered  manufacturer  for  each  basic  class  of  controlled 
substance  in  schedule  I  or  II  shall  be  revised  in  the  same 
proportion  as  the  limitation  or  reduction  of  the  aggregate 
of  the  quotas.  However,  if  any  registrant,  before  the  issu- 
ance of  a  limitation  or  reduction  in  quota,  has  manufac- 
tured in  excess  of  his  revised  quota,  the  amount  of  the 
excess  shall  be  subtracted  from  his  quota  for  the  follow- 
ing year. 

(c)  On  or  before  October  1  of  each  year,  upon  applica- 
tion therefor  by  a  registered  manufacturer,  the  Attorney 
General  shall  fix  a  manufacturing  quota  for  the  basic 
classes  of  controlled  substances  in  schedules  I  and  II  that 
the  manufacturer  seeks  to  produce.  The  quota  shall  be 
subject  to  the  provisions  of  subsections  (a)  and  (b)  of 
this  section.  In  fixing  such  quotas,  the  Attorney  General 
shall  determine  the  manufacturer's  estimated  disposal, 
inventory,  and  other  requirements  for  the  calendar  year ; 
and,  in  making  his  determination,  the  Attorney  General 
shall  consider  the  manufacturer's  current  rate  of  dis- 
posal, the  trend  of  the  national  disposal  rate  during  the 
preceding  calendar  year,  the  manufacturer's  production 
cycle  and  inventory  position,  the  economic  availability 
of  raw  materials,  yield  and  stability  problems,  emergen- 
cies such  as  strikes  and  fires,  and  other  factors. 

(d)  The  Attorney  General  shall,  upon  application  and 
subject  to  the  provisions  of  subsections  (a)  and  (b)  of 
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this  section,  fix  a  quota  for  a  basic  class  of  controlled  sub- 
stance in  schedule  I  or  II  for  any  registrant  who  has  not 
manufactured  that  basic  class  of  controlled  substance 
during  one  or  more  preceding  calendar  years.  In  fixing 
such  quota,  the  Attorney  General  shall  take  into  accoimt 
the  registrant's  reasonably  anticipated  requirements  for 
the  current  year ;  and,  in  making  his  determination  of 
such  requirements,  he  shall  consider  such  factors  specified 
in  subsection  (c)  of  this  section  as  may  be  relevant. 

(e)  At  any  time  during  the  year  any  registrant  who  has 
applied  for  or  received  a  manufacturing  quota  for  a  basic 
class  of  controlled  substance  in  schedule  I  or  II  may 
apply  for  an  increase  in  that  quota  to  meet  his  estimated 
disposal,  inventory,  and  other  requirements  during  the 
remainder  of  that  year.  In  passing  upon  the  application 
the  Attorney  General  shall  take  into  consideration  any 
occurrences  since  the  filing  of  the  registrant's  initial 

?uota  application  that  may  require  an  increased  manu- 
acturing  rate  by  the  registrant  during  the  balance  of 
the  year.  In  passing  upon  the  application  the  Attorney 
General  may  also  take  into  account  the  amount,  if  any, 
by  which  the  determination  of  the  Attorney  General  un- 
der subsection  (a)  of  this  section  exceeds  the  aggregate 
of  the  quotas  of  all  registrants  under  this  section. 

(f )  Notwithstanding  any  other  provisions  of  this  title, 
no  registration  or  quota  may  be  required  for  the  manu- 
facture of  such  quantities  of  controlled  substances  in 
schedules  I  and  II  as  incidentally  and  necessarily  result 
from  the  manufacturing  process  used  for  the  manufac- 
ture of  a  controlled  substance  with  respect  to  which  its 
manufacturer  is  duly  registered  under  this  title.  The  At- 
torney General  may,  by  regulation,  prescribe  restrictions 
on  the  retention  and  disposal  of  such  incidentally  pro- 
duced substances. 

RECORDS  AND  REPORTS   OF  REGISTRANTS 

21  u.s.c.  827  Sec.  307.  (a)  Except  as  provided  in  subsection  (c)  — 

(1)  every  registrant  under  this  title  shall,  on  the 
effective  date  of  this  section,  or  as  soon  thereafter  as 
such  registrant  first  engages  in  the  manufacture, 
distribution,  or  dispensing  of  controlled  substances, 
and  every  second  year  thereafter,  make  a  complete 
and  accurate  record  of  all  stocks  thereof  on  hand, 
except  that  the  regulations  prescribed  under  this 
section  shall  permit  each  such  biennial  inventory 
(following  the  initial  inventory  required  by  this 
paragraph)  to  be  prepared  on  such  registrant's 
regular  general  physical  inventory  date  (if  any) 
which  is  nearest  to  and  does  not  vary  by  more  than 
six  months  from  the  biennial  date  that  would  other- 
wise apply ; 

(2)  on  the  effective  date  of  each  regulation  of 'the 
Attorney  General  controlling  a  substance  that  im- 
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mediately  prior  to  such  date  was  not  a  controlled 
substance,  each  registrant  under  this  title  manu- 
facturing, distributing,  or  dispensing  such  substance 
shall  make  a  complete  and  accurate  record  of  all 
stocks  thereof  on  hand ;  and 

(3)  on  and  after  the  effective  date  of  this  section, 
every  registrant  under  this  title  manufacturing,  dis- 
tributing, or  dispensing  a  controlled  substance  or 
substances  shall  maintain,  on  a  current  basis,  a 
complete  and  accurate  record  of  each  such  substance 
manufactured,  received,  sold,  delivered,  or  other- 
wise disposed  of  by  him,  except  that  this  paragraph 
shall  not  require  the  maintenance  of  a  perpetual 
inventory. 

(b)  Every  inventory  or  other  record  required  under 
this  section  (1)  shall  be  in  accordance  with,  and  contain 
such  relevant  information  as  may  be  required  by,  regu- 
lations of  the  Attorney  General,  (2)  shall  (A)  be  main- 
tained separately  from  all  other  records  of  the  registrant, 
or  (B)  alternatively,  in  the  case  of  nonnarcotic  controlled 
substances,  be  in  such  form  that  information  required  by 
the  Attorney  General  is  readily  retrievable  from  the 
ordinary  business  records  of  the  registrant,  and  (3)  shall 
be  kept  and  be  available,  for  at  least  two  years,  for  in- 
spection and  copying  by  officers  or  employees  of  the 
United  States  authorized  by  the  Attorney  General. 

(c)  The  foregoing  provisions  of  this  section  shall  not 
apply— 

(1)  (A)  with  respect  to  any  narcotic  controlled 
substance  in  schedule  II,  III,  IV,  or  V,  to  the  pre- 
scribing or  administering  of  such  substance  by  a 
practitioner  in  the  lawful  course  of  his  professional 
practice  unless  such  substance  was  prescribed  or  ad- 
ministered in  the  course  of  maintenance  treatment  or 
detoxification  treatment  of  an  individual ;  or 

(B)  with  respect  to  nonnarcotic  controlled  sub- 
stances in  schedule  II,  III,  IV,  or  V,  to  any  practi- 
tioner who  dispenses  such  substances  to  his  patients, 
unless  the  practitioner  is  regularly  engaged  in  charg- 
ing his  patients,  either  separately  or  together  with 
charges  for  other  professional  services,  for  sub- 
stances so  dispensed ; 

(2)  (A)  to  the  use  of  controlled  substances,  at 
establishments  registered  under  this  title  which  keep 
records  with  respect  to  such  substances,  in  research 
conducted  in  conformity  with  an  exemption  granted 
under  section  505  (i)  or  512  (j)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act; 

(B)  to  the  use  of  controlled  substances,  at  estab- 
lishments registered  under  this  title  which  keep  rec- 
ords with  respect  to  such  substances,  in  preclinical 
research  or  in  teaching ;  or 

(3)  to  the  extent  of  any  exemption  granted  to 
any  person,  with  respect  to  all  or  part  of  such  pro- 
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visions,  by  the  Attorney  General  by  or  pursuant  to 
regulation  on  the  basis  of  a  finding  that  the  appli- 
cation of  such  provisions  (or  part  thereof)  to  such 
person  is  not  necessary  for  carrying  out  the  pur- 
poses of  this  title. 

(d)  Every  manufacturer  registered  under  section  303 
shall,  at  such  time  or  times  and  in  such  form  as  the 
Attorney  General  may  require,  make  periodic  reports  to 
the  Attorney  General  of  every  sale,  delivery  or  other  dis- 
posal by  him  of  any  controlled  substance,  and  each  dis- 
tributor shall  make  such  reports  with  respect  to  narcotic 
controlled  substances,  identifying  by  the  registration 
number  assigned  under  this  title  the  person  or  establish- 
ment (unless  exempt  from  registration  under  section  302 
(d) )  to  whom  such  sale,  delivery,  or  other  disposal  was 
made. 

(e)  Regulations  under  sections  505 (i)  and  512 (j)  of 
the  Federal  Food,  Drug,  and  Cosmetic  Act,  relating  to  in- 
vestigational use  of  drugs,  shall  include  such  procedures 
as  the  Secretary,  after  consultation  with  the  Attorney 
General,  determines  are  necessary  to  insure  the  security 
and  accountability  of  controlled  substances  used  in  re- 
search to  which  such  regulations  apply. 

ORDER  FORMS 

Sec.  308.  (a)  It  shall  be  unlawful  for  any  person  to 
distribute  a  controlled  substance  in  schedule  I  or  II  to 
21  u.s.c.  828  another  except  in  pursuance  of  a  written  order  of  the  per- 
son to  whom  such  substance  is  distributed,  made  on  a 
form  to  be  issued  by  the  Attorney  General  in  blank  in 
accordance  with  subsection  (d)  and  regulations  pre- 
scribed by  him  pursuant  to  this  section. 

(b)  Nothing  in  subsection  (a)  shall  apply  to — 

(1)  the  exportation  of  such  substances  from  the 
United  States  in  conformity  with  title  III ; 

(2)  the  delivery  of  such  a  substance  to  or  by  a 
common  or  contract  carrier  for  carriage  in  the 
lawful  and  usual  course  of  its  business,  or  to  or  by  a 
warehouseman  for  storage  in  the  lawful  and  usual 
course  of  its  business;  but  where  such  carriage  or 
storage  is  in  connection  with  the  distribution  by  the 
owner  of  the  substance  to  a  third  person,  this  para- 
graph shall  not  relieve  the  distributor  from  com- 
pliance with  subsection  (a). 

(c)(1)  Every  person  who  in  pursuance  of  an  order 
required  under  subsection  (a)  distributes  a  controlled 
substance  shall  preserve  such  order  for  a  period  of  two 
years,  and  shall  make  such  order  available  for  inspec- 
tion and  copying  by  officers  and  employees  of  the  United 
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States  duly  authorized  for  that  purpose  by  the  Attorney 
General,  and  by  officers  or  employees  of  States  or  their 
political  subdivisions  who  are  charged  with  the  enforce- 
ment of  State  or  local  laws  regulating  the  production, 
or  regulating  the  distribution  or  dispensing,  of  controlled 
substances  and  who  are  authorized  under  such  laws  to  in- 
spect such  orders. 

(2)  Every  person  who  gives  an  order  required  under 
subsection  (a)  shall,  at  or  before  the  time  of  giving  such 
order,  make  or  cause  to  be  made  a  duplicate  thereof  on  a 
form  to  be  issued  by  the  Attorney  General  in  blank  in 
accordance  with  subsection  (d)  and  regulations  pre- 
scribed by  him  pursuant  to  this  section,  and  shall,  if 
such  order  is  accepted,  preserve  such  duplicate  for  a  peri- 
od of  two  years  and  make  it  available  for  inspection  and 
copying  by  the  officers  and  employees  mentioned  in  para- 
graph (1)  of  this  subsection. 

(d)  (1)  The  Attorney  General  shall  issue  forms  pur- 
suant to  subsections  (a)  and  (c)  (2)  only  to  persons  val- 
idly registered  under  section  303  (or  exempted  from  reg- 
istration under  section  302(d)).  Whenever  any  such 
form  is  issued  to  a  person,  the  Attorney  General 
shall,  before  delivery  thereof,  insert  therein  the  name 
of  such  person,  and  it  shall  be  unlawful  for  any  other  per- 
son (A)  to  use  such  form  for  the  purpose  of  obtaining 
controlled  substances  or  (B)  to  furnish  such  form  to  any 
person  with  intent  thereby  to  procure  the  distribution  of 
such  substances. 

(2)  The  Attorney  General  may  charge  reasonable  fees 
for  the  issuance  of  such  forms  in  such  amounts  as  he 
may  prescribe  for  the  purpose  of  covering  the  cost  to  the 
United  States  of  issuing  such  forms,  and  other  neces- 
sary activities  in  connection  therewith. 

(e)  It  shall  be  unlawful  for  any  person  to  obtain  by 
means  of  order  forms  issued  under  this  section  controlled 
substances  for  any  purpose  other  than  their  use,  distri- 
bution, dispensing,  or  administration  in  the  conduct  of  a 
lawful  business  in  such  substances  or  in  the  course  of  his 
professional  practice  or  research. 

PRESCRIPTIONS 

Sec.  309.  (a)  Except  when  dispensed  directly  by  a  21  u.s.c.  829 
practitioner,  other  than  a  pharmacist,  to  an  ultimate  user, 
no  controlled  substance  in  schedule  II,  which  is  a  pre- 
scription drug  as  determined  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act,  may  be  dispensed  without  the 
written  prescription  of  a  practitioner,  except  that  in 
emergency  situations,  as  prescribed  by  the  Secretary  by 
regulation  after  consultation  with  the  Attorney  General, 
such  drug  may  be  dispensed  upon  oral  prescription  in 
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accordance  with  section  503(b)  of  that  Act.  Prescrip- 
tions shall  be  retained  in  conformity  with  the  require- 
ments of  section  307  of  this  title.  No  prescription  for  a 
controlled  substance  in  schedule  II  may  be  refilled. 

(b)  Except  when  dispensed  directly  by  a  practitioner, 
other  than  a  pharmacist,  to  an  ultimate  user,  no  con- 
trolled substance  in  schedule  III  or  IV,  which  is  a  pre- 
scription drug  as  determined  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act,  may  be  dispensed  without  a 
written  or  oral  prescription  in  conformity  with  section 
503(b)  of  that  Act.  Such  prescriptions  may  not  be  filled 
or  refilled  more  than  six  months  after  the  date  thereof  or 
be  refilled  more  than  five  times  after  the  date  of  the 
prescription  unless  renewed  by  the  practitioner. 

(c)  No  controlled  substance  in  schedule  V  which  is  a 
drug  may  be  distributed  or  dispensed  other  than  for  a 
medical  purpose. 

(d)  Whenever  it  appears  to  the  Attorney  General  that 
a  drug  not  considered  to  be  a  prescription  drug  under 
the  Federal  Food,  Drug,  and  Cosmetic  Act  should  be 
so  considered  because  of  its  abuse  potential,  he  shall  so 
advise  the  Secretary  and  furnish  to  him  all  available 
data  relevant  thereto. 

Part  D — Offenses  and  Penalties 

PROHIBITED   ACTS   A PENALTIES 

21  u.s.c.  841  gEC  401.  (a)  Except  as  authorized  by  this  title,  it  shall 

be  unlawful  for  any  person  knowingly  or  intention- 

ally— 

(1)  to  manufacture,  distribute,  or  dispense,  or 
possess  with  intent  to  manufacture,  distribute,  or 
dispense,  a  controlled  substance ;  or 

(2)  to  create,  distribute,  or  dispense,  or  possess 
with  intent  to  distribute  or  dispense,  a  counterfeit 
substance. 

(b)  Except  as  otherwise  provided  in  section  405,  any 
person  who  violates  subsection  (a)  of  this  section  shall  be 
sentenced  as  follows : 

(1)  (A)  In  the  case  of  a  controlled  substance  in  sched- 
ule I  or  II  which  is  a  narcotic  drug,  such  person  shall  be 
sentenced  to  a  term  of  imprisonment  of  not  more  than  15 
years,  a  fine  of  not  more  than  $25,000,  or  both.  If  any 
person  commits  such  a  violation  after  one  or  more  prior 
convictions  of  him  for  an  offense  punishable  under  this 
paragraph,  or  for  a  felony  under  any  other  provision  of 
this  title  or  title  III  or  other  law  of  the  United  States 
relating  to  narcotic  drugs,  marihuana,  or  depressant  or 
stimulant  substances,  have  become  .final,  such  person  shall 
be  sentenced  to  a  term  of  imprisonment  of  not  more  than 
30  years,  a  fine  of  not  more  than  $50,000,  or  both.  Any 
sentence  imposing  a  term  of  imprisonment  under  this 
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paragraph  shall,  in  the  absence  of  such  a  prior  conviction, 
impose  a  special  parole  term  of  at  least  3  years  in  addition 
to  such  term  of  imprisonment  and  shall,  if  there  was  such 
a  prior  conviction,  impose  a  special  parole  term  of  at 
least  6  years  in  addition  to  such  term  of  imprisonment. 

(B)  In  the  case  of  a  controlled  substance  in  schedule  I 
or  II  which  is  not  a  narcotic  drug  or  in  the  case  of  any  con- 
trolled substance  in  schedule  III,  such  person  shall  be 
sentenced  to  a  term  of  imprisonment  of  not  more  than  5 
years,  a  fine  of  not  more  than  $15,000,  or  both.  If  any  per- 
son commits  such  a  violation  after  one  or  more  prior 
convictions  of  him  for  an  offense  punishable  under  this 
paragraph,  or  for  a  felony  under  any  other  provision  of 
this  title  or  title  III  or  other  law  of  the  United  States 
relating  to  narcotic  drugs,  marihuana,  or  depressant  or 
stimulant  substances,  have  become  final,  such  person  shall 
be  sentenced  to  a  term  of  imprisonment  of  not  more  than 
10  years,  a  fine  of  not  more  than  $30,000,  or  both.  Any 
sentence  imposing  a  term  of  imprisonment  under  this 
paragraph  shall,  in  the  absence  of  such  a  prior  conviction, 
impose  a  special  parole  term  of  at  least  2  years  in  addition 
to  such  term  of  imprisonment  and  shall,  if  there  was  such 
a  prior  conviction,  impose  a  special  parole  term  of  at  least 
4  years  in  addition  to  such  term  of  imprisonment. 

(2)  In  the  case  of  a  controlled  substance  in  schedule 
IV,  such  person  shall  be  sentenced  to  a  term  of  imprison- 
ment of  not  more  than  3  years,  a  fine  of  not  more  than 
$10,000,  or  both.  If  any  person  commits  such  a  violation 
after  one  or  more  prior  convictions  of  him  for  an  offense 
punishable  under  this  paragraph,  or  for  a  felony  under 
any  other  provision  of  this  title  or  title  III  or  other  law 
of  the  United  States  relating  to  narcotic  drugs,  mari- 
huana, or  depressant  or  stimulant  substances,  have  be- 
come final,  such  person  shall  be  sentenced  to  a  term  of  im- 
prisonment of  not  more  than  6  years,  a  fine  of  not  more 
than  $20,000,  or  both.  Any  sentence  imposing  a  term  of 
imprisonment  under  this  paragraph  shall,  in  the  absenco 
of  such  a  prior  conviction,  impose  a  special  parole  term  of 
at  least  1  year  in  addition  to  such  term  of  imprisonment 
and  shall,  if  there  was  such  a  prior  conviction,  impose  a 
special  parole  term  of  at  least  2  years  in  addition  to  such 
term  of  imprisonment. 

(3)  In  the  case  of  a  controlled  substance  in  schedule  V, 
such  person  shall  be  sentenced  to  a  term  of  imprisonment 
of  not  more  than  1  year,  a  fine  of  not  more  than  $5,000, 
or  both.  If  any  person  commits  such  a  violation  after  one 
or  more  convictions  of  him  for  an  offense  punishable 
under  this  paragraph,  or  for  a  crime  under  any  other 
provision  of  this  title  or  title  III  or  other  law  of  the 
United  States  relating  to  narcotic  drugs,  marihuana,  or 
depressant  or  stimulant  substances,  have  become  final, 
such  person  shall  be  sentenced  to  a  term  of  imprisonment 
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of  not  more  than  2  years,  a  fine  of  not  more  than  $10,000, 
or  both. 

(4)  Notwithstanding  paragraph  (1)(B)  of  this  sub- 
section, any  person  who  violates  subsection  (a)  of  this 
section  by  distributing  a  small  amount  of  marihuana  for 
no  remuneration  shall  be  treated  as  provided  in  subsec- 
tions (a)  and  (b)  of  section  404. 

(c)  A  special  parole  term  imposed  under  this  section  or 
section  405  may  be  revoked  if  its  terms  and  conditions  are 
violated.  In  such  circumstances  the  original  term  of  im- 
prisonment shall  be  increased  by  the  period  of  the  special 
parole  term  and  the  resulting  new  term  of  imprison- 
ment shall  not  be  diminished  by  the  time  which  was 
spent  on  special  parole.  A  person  whose  special  parole 
term  has  been  revoked  may  be  required  to  serve  all  or 
part  of  the  remainder  of  the  new  term  of  imprisonment. 
A  special  parole  term  provided  for  in  this  section  or 
section  405  shall  be  in  addition  to,  and  not  in  lieu  of,  any 
other  parole  provided  for  by  law. 

PROHIBITED  ACT  B PENALTIES 

21  u.s.c.  842  Sec.  402.  (a)  It  shall  be  unlawful  for  any  person — 

(1)  who  is  subject  to  the  requirements  of  part  C 
to  distribute  or  dispense  a  controlled  substance  in 
violation  of  section  309 ; 

(2)  who  is  a  registrant  to  distribute  or  dispense 
a  controlled  substance  not  authorized  by  his  regis- 
tration to  another  registrant  or  other  authorized 
person  or  to  manufacture  a  controlled  substance  not 
authorized  by  his  registration ; 

(3)  who  is  a  registrant  to  distribute  a  controlled 
substance  in  violation  of  section  305  of  this  title ; 

(4)  to  remove,  alter,  or  obliterate  a  symbol  or 
label  required  by  section  305  of  this  title ; 

(5)  to  refuse  or  fail  to  make,  keep,  or  furnish  any 
record,  report,  notification,  declaration,  order  or 
order  form,  statement,  invoice,  or  information  re- 
quired under  this  title  or  title  III ; 

(6)  to  refuse  any  entry  into  any  premises  or  in- 
spection authorized  by  this  title  or  title  III; 

(7)  to  remove,  break,  injure,  or  deface  a  seal 
placed  upon  controlled  substances  pursuant  to  sec- 
tion 304(f)  or  511  or  to  remove  or  dispose  of  sub- 
stances so  placed  under  seal ;  or 

(8)  to  use,  to  his  own  advantage,  or  to  reveal, 
other  than  to  duly  authorized  officers  or  employees 
of  the  United  States,  or  to  the  courts  when  relevant 
in  any  judicial  proceeding  under  this  title  or  title 
III,  any  information  acquired  in  the  course  of  an 
inspection  authorized  by  this  title  concerning  any 
method  or  process  which  as  a  trade  secret  is  entitled 
to  protection. 
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(b)  It  shall  be  unlawful  for  any  person  who  is  a  regis- 
trant to  manufacture  a  controlled  substance  in  schedule 
I  or  II  which  is — 

(1)  not  expressly  authorized  by  his  registration 
and  by  a  quota  assigned  to  him  pursuant  to  section 
306; or 

(2)  in  excess  of  a  quota  assigned  to  him  pursuant 
to  section  306. 

(c)(1)  Except  as  provided  in  paragraph  (2),  any 
person  who  violates  this  section  shall,  with  respect  to  any 
such  violation,  be  subject  to  a  civil  penalty  of  not  more 
than  $25,000.  The  district  courts  of  the  United  States  (or, 
where  there  is  no  such  court  in  the  case  of  any  territory 
or  possession  of  the  United  States,  then  the  court  in  such 
territory  or  possession  having  the  jurisdiction  of  a  dis- 
trict court  of  the  United  States  in  cases  arising  under  the 
Constitution  and  laws  of  the  United  States)  shall  have 
jurisdiction  in  accordance  with  section  1355  of  title  28 
of  the  United  States  Code  to  enforce  this  paragraph. 

(2)  (A)  If  a  violation  of  this  section  is  prosecuted  by 
an  information  or  indictment  which  alleges  that  the  vio- 
lation was  committed  knowingly  and  the  trier  of  fact 
specifically  finds  that  the  violation  was  so  committed, 
such  person  shall,  except  as  otherwise  provided  in  sub- 
paragraph (B)  of  this  paragraph,  be  sentenced  to  im- 
prisonment of  not  more  than  one  year  or  a  fine  of  not 
more  than  $25,000,  or  both. 

(B)  If  a  violation  referred  to  in  subparagraph  (A) 
was  committed  after  one  or  more  prior  convictions  of  the 
offender  for  an  offense  punishable  under  this  paragraph 
(2) ,  or  for  a  crime  under  any  other  provision  of  this  title 
or  title  III  or  other  law  of  the  United  States  relating  to 
narcotic  drugs,  marihuana,  or  depressant  or  stimulant 
substances,  have  become  final,  such  person  shall  be  sen- 
tenced to  a  term  of  imprisonment  of  not  more  than  2  years, 
a  fine  of  $50,000,  or  both. 

(3)  Except  under  the  conditions  specified  in  paragraph 
(2)  of  this  subsection,  a  violation  of  this  section  does  not 
constitute  a  crime,  and  a  judgment  for  the  United  States 
and  imposition  of  a  civil  penalty  pursuant  to  paragraph 
(1)  shall  not  give  rise  to  any  disability  or  legal  disad- 
vantage based  on  conviction  for  a  criminal  offense. 

PROHIBITED   ACTS    C PENALTIES 

Sec.  403.  (a)  It  shall  be  unlawful  for  any  person  know-   2i  u.s.c.  84 s 
ingly  or  intentionally — 

(1)  who  is  a  registrant  to  distribute  a  controlled 
substance  classified  in  schedule  I  or  II,  in  the  course 
of  his  legitimate  business,  except  pursuant  to  an  order 
or  an  order  form  as  required  bv  section  308  of  this 
title; 
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(2)  to  use  in  the  course  of  the  manufacture  or 
distribution  of  a  controlled  substance  a  registration 
number  which  is  fictitious,  revoked,  suspended,  or 
issued  to  another  person ; 

(3)  to  acquire  or  obtain  possession  of  a  controlled 
substance  by  misrepresentation,  fraud,  forgery,  de- 
ception, or  subterfuge; 

(4)  to  furnish  false  or  fraudulent  material  infor- 
mation in,  or  omit  any  material  information  from, 
any  application,  report,  record,  or  other  document 
required  to  be  made,  kept,  or  filed  under  this  title  or 
title  III;  or 

(5)  to  make,  distribute,  or  possess  any  punch,  die, 
plate,  stone,  or  other  thing  designed  to  print,  im- 
print, or  reproduce  the  trademark,  trade  name,  or 
other  identifying  mark,  imprint,  or  device  of  another 
or  any  likeness  of  any  of  the  foregoing  upon  any 
drug  or  container  or  labeling  thereof  so  as  to  render 
such  drug  a  counterfeit  substance. 

(b)  It  shall  be  unlawful  for  any  person  knowingly  or 
intentionally  to  use  any  communication  facility  in  com- 
mitting or  in  causing  or  facilitating  the  commission  of 
any  act  or  acts  constituting  a  felony  under  any  provision 
of  this  title  or  title  III.  Each  separate  use  of  a  communi- 
cation facility  shall  be  a  separate  offense  under  this  sub- 
section. For  purposes  of  this  subsection,  the  term  "com- 
munication facility ?'  means  any  and  all  public  and  private 
instrumentalities  used  or  useful  in  the  transmission  of 
writing,  signs,  signals,  pictures,  or  sounds  of  all  kinds  and 
includes  mail,  telephone,  wire,  radio,  and  all  other  means 
of  communication. 

(c)  Any  person  who  violates  this  section  shall  be  sen- 
tenced to  a  term  of  imprisonment  of  not  more  than  4 
years,  a  fine  of  not  more  than  $30,000,  or  both;  except 
that  if  any  person  commits  such  a  violation  after  one 
or  more  prior  convictions  of  him  for  violation  of  this 
section,  or  for  a  felony  under  any  other  provision  of  this 
title  or  title  III  or  other  law  of  the  United  States  relating 
to  narcotic  drugs,  marihuana,  or  depressant  or  stimulant 
substances,  have  become  final,  such  person  shall  be  sen- 
tenced to  a  term  of  imprisonment  of  not  more  than  8 
years,  a  fine  of  not  more  than  $60,000,  or  both. 

PENALTY  FOR  SIMPLE  POSSESSION  ;   CONDITIONAL  DISCHARGE 
AND  EXPUNGING  OF  RECORDS   FOR  FIRST  OFFENSE 

21  u.8.c.  844  gEC#  404.  (a)   It  shall  be  unlawful  for  any  person 

knowingly  or  intentionally  to  possess  a  controlled  sub- 
stance unless  such  substance  was  obtained  directly,  or 
pursuant  to  a  valid  prescription  or  order,  from  a  practi- 
tioner, while  acting  in  the  course  of  his  professional 
practice,  or  except  as  otherwise  authorized  by  this  title 
or  title  III.  Any  person  who  violates  this  subsection  shall 
be  sentenced  to  a  term  of  imprisonment  of  not  more  than 
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1  year,  a  fine  of  not  more  than  $5,000,  or  both,  except 
that  if  he  commits  such  offense  after  a  prior  conviction  or 
convictions  under  this  subsection  have  become  final,  he 
shall  be  sentenced  to  a  term  of  imprisonment  of  not  more 
than  2  years,  a  fine  of  not  more  than  $10,000  or  both. 

(b)  (1)  If  any  person  who  has  not  previously  been 
convicted  of  violating  subsection  (a)  of  this  section,  any 
other  provision  of  this  title  or  title  III,  or  any  other  law 
of  the  United  States  relating  to  narcotic  drugs,  mari- 
huana, or  depressant  or  stimulant  substances,  is  found 
guilty  of  a  violation  of  subsection  (a)  of  this  section 
after  trial  or  upon  a  plea  of  guilty,  the  court  may,  with- 
out entering  a  judgment  of  guilty  and  with  the  consent 
of  such  person,  defer  further  proceedings  and  place  him 
on  probation  upon  such  reasonable  conditions  as  it  may 
require  and  for  such  period,  not  to  exceed  one  year,  as  the 
court  may  j^rescribe.  Upon  violation  of  a  condition  of  the 
probation,  the  court  may  enter  an  adjudication  of  guilt 
and  proceed  as  otherwise  provided.  The  court  may,  in  its 
discretion,  dismiss  the  proceedings  against  such  person 
and  discharge  him  from  probation  before  the  expiration 
of  the  maximum  period  prescribed  for  such  person's 
probation.  If  during  the  period  of  his  probation  such 
person  does  not  violate  any  of  the  conditions  of  the  proba- 
tion, then  upon  expiration  of  such  period  the  court  shall 
discharge  such  person  and  dismiss  the  proceedings 
against  him.  Discharge  and  dismissal  under  this  subsec- 
tion shall  be  without  court  adjudication  of  guilt,  but  a 
nonpublic  record  thereof  shall  be  retained  by  the  De- 
partment of  Justice  solely  for  the  purpose  of  use  by  the 
courts  in  determining  whether  or  not,  in  subsequent  pro- 
ceedings, such  person  qualifies  under  this  subsection.  Such 
discharge  or  dismissal  shall  not  be  deemed  a  conviction 
for  purposes  of  disqualifications  or  disabilities  imposed 
b}  law  upon  conviction  of  a  crime  (including  the  penal- 
ties prescribed  under  this  part  for  second  or  subsequent 
convictions)  or  for  any  other  purpose.  Discharge  and  dis- 
missal under  this  section  may  occur  only  once  with  re- 
spect to  any  person. 

(2)  Upon  the  dismissal  of  such  person  and  discharge 
of  the  proceedings  against  him  under  paragraph  (1)  of 
this  subsection,  such  person,  if  he  was  not  over  twenty- 
one  years  of  age  at  the  time  of  the  offense,  may  apply  to 
the  court  for  an  order  to  expunge  from  all  official  records 
(other  than  the  nonpublic  records  to  be  retained  by  the 
Department  of  Justice  under  paragraph  (1) )  all  recorda- 
tion relating  to  his  arrest,  indictment  or  information, 
trial,  finding  of  guilty,  and  dismissal  and  discharge  pur- 
suant to  this  section.  If  the  court  determines,  after  hear- 
ing, that  such  person  was  dismissed  and  the  proceedings 
against  him  discharged  and  that  he  was  not  over  twenty- 
one  years  of  age  at  the  time  of  the  offense,  it  shall  enter 


186 

such  order.  The  effect  of  such  order  shall  be  to  restore 
such  person,  in  the  contemplation  of  the  law,  to  the  status 
he  occupied  before  such  arrest  or  indictment  or  informa- 
tion. No  person  as  to  whom  such  order  has  been  entered 
shall  be  held  thereafter  under  any  provision  of  any  law 
to  be  guilt)'  of  perjury  or  otherwise  giving  a  false  state- 
ment by  reason  of  his  failures  to  recite  or  acknowledge 
such  arrest,  or  indictment  or  information,  or  trial  in  re- 
sponse to  any  inquiry  made  of  him  for  any  purpose. 

DISTRIBUTION   TO   PERSONS   UNDER  AGE   TWENTY-ONE 

21  u.s.c.  845  Sec.  405.  (a)  Any  person  at  least  eighteen  years  of 

age  who  violates  section  401(a)(1)  by  distributing  a 
controlled  substance  to  a  person  under  twenty-one  years 
of  age  is  (except  as  provided  in  subsection  (b) )  punish- 
able Dy  (1)  a  term  of  imprisonment,  or  a  fine,  or  both,  up 
to  twice  that  authorized  by  section  401(b),  and  (2)  at 
least  twice  any  special  parole  term  authorized  by  section 
401(b),  for  a  first  offense  involving  the  same  controlled 
substance  and  schedule. 

(b)  Any  person  at  least  eighteen  years  of  age  who  vio- 
lates section  401(a)  (1)  by  distributing  a  controlled  sub- 
stance to  a  person  under  twenty-one  years  of  age  after  a 
prior  conviction  or  convictions  under  subsection  (a)  of 
this  section  (or  under  section  303(b)  (2)  of  the  Federal 
Food,  Drug,  and  Cosmetic  Act  as  in  effect  prior  to  the 
effective  date  of  section  701(b)  of  this  Act)  have  become 
final,  is  punishable  by  (1)  a  term  of  imprisonment,  or  a 
fine,  or  both,  up  to  three  times  that  authorized  by  section 
401(b),  and  (2)  at  least  three  times  any  special  parole 
term  authorized  by  section  401(b),  for  a  second  or  sub- 
sequent offense  involving  the  same  controlled  substance 
and  schedule. 

ATTEMPT   AND   CONSPIRACY 

21  u.s.c.  846  Sec.  406.  Any  person  who  attempts  or  conspires  to 

commit  any  offense  defined  in  this  title  is  punishable  by 
imprisonment  or  fine  or  both  which  may  not  exceed  the 
maximum  punishment  prescribed  for  the  offense,  the 
commission  of  which  was  the  object  of  the  attempt  or 
conspiracy. 

ADDITIONAL   PENALTIES 

21  u.s.c.  847  Sec.  407.  Any  penalty  imposed  for  violation  of  this 

title  shall  be  in  addition  to,  and  not  in  lieu  of,  any  civil  or 
administrative  penalty  or  sanction  authorized  by  law. 

CONTINUING  CRIMINAL  ENTERPRISE 

21  u.s.c.  848  Sec.  408.  (a)  (1)  Any  person  who  engages  m  a  continu- 

ing criminal  enterprise  shall  be  sentenced  to  a  term  of  im- 
prisonment which  may  not  be  less  than  10  years  and  which 
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may  be  up  to  life  imprisonment,  to  a  fine  of  not  more  than 
$100,000,  and  to  the  forfeiture  prescribed  in  paragraph 
(2)  ;  except  that  if  any  person  engages  in  such  activity 
after  one  or  more  prior  convictions  of  him  under  this  sec- 
tion have  become  final,  he  shall  be  sentenced  to  a  term 
of  imprisonment  which  may  not  be  less  than  20  years 
and  which  may  be  up  to  life  imprisonment,  to  a  fine  of 
not  more  than  $200,000,  and  to  the  forfeiture  prescribed 
in  paragraph  (2). 

(2)  Any  person  who  is  convicted  under  paragraph 
(1)  of  engaging  in  a  continuing  criminal  enterprise  shall 
forfeit  to  the  United  States — 

(A)  the  profits  obtained  by  him  in  such  enter- 
prise, and 

(B)  any  of  his  interest  in,  claim  against,  or  prop- 
erty or  contractual  rights  of  any  kind  affording 
a  source  of  influence  over,  such  enterprise. 

(b)  For  purposes  of  subsection  (a) ,  a  person  is  engaged 
in  a  continuing  criminal  enterprise  if — 

(1)  he  violates  any  provision  of  this  title  or  title 
III  the  punishment  for  which  is  a  felony,  and 

(2)  such  violation  is  a  part  of  a  continuing  series 
of  violations  of  this  title  or  title  III — 

(A)  which  are  undertaken  by  such  person  in 
concert  with  five  or  more  other  persons  with 
respect  to  whom  such  person  occupies  a  position 
of  organizer,  a  supervisory  position,  or  any 
other  position  of  management,  and 

(B)  from  which  such  person  obtains  substan- 
tial income  or  resources. 

(c)  In  the  case  of  any  sentence  imposed  under  this  sec- 
tion, imposition  or  execution  of  such  sentence  shall  not  be 
suspended,  probation  shall  not  be  granted,  and  section 
4202  of  title  18  of  the  United  States  Code  and  the  Act 
of  July  15,  1932  (D.C.  Code,  sees.  24-203— 24-207),  shall 
not  apply. 

(d)  The  district  courts  of  the  United  States  (including 
courts  in  the  territories  or  possessions  of  the  United 
States  having  jurisdiction  under  subsection  (a))  shall 
have  jurisdiction  to  enter  such  restraining  orders  or 
prohibitions,  or  to  take  such  other  actions,  including  the 
acceptance  of  satisfactory  performance  bonds,  in  con- 
nection with  any  property  or  other  interest  subject  to 
forfeiture  under  this  section,  as  they  shall  deem  proper. 

DANGEROUS  SPECIAL  DRUG  OFFENDER  SENTENCING 

Sec.  409.    (a)   Whenever  a  United  States  attorney    2iu.s.c.  849 
charged  with  the  prosecution  of  a  defendant  in  a  court  of 
the  United  States  for  an  alleged  felonious  violation  of  any 
provision  of  this  title  or  title  III  committed  when  the 
defendant  was  over  the  age  of  twenty-one  years  has  rea- 


22-456   O  -  78  -  13 


188 

sons  to  believe  that  the  defendant  is  a  dangerous  special 
drug  offender  such  United  States  attorney,  a  reasonable 
time  before  trial  or  acceptance  by  the  court  of  a  plea  of 
guilty  or  nolo  contendere,  may  sign  and  file  with  the  court, 
and  may  amend,  a  notice  (1)  specifying  that  the  defen- 
dant is  a  dangerous  special  drug  offender  who  upon 
conviction  for  such  felonious  violation  is  subject  to  the 
imposition  of  a  sentence  under  subsection  (b)  of  this  sec- 
tion, and  (2)  setting  out  with  particularity  the  reasons 
why  such  attorney  believes  the  defendant  to  be  a  danger- 
ous special  drug  offender.  In  no  case  shall  the  fact  that 
the  defendant  is  .alleged  to  be  a  dangerous  special  drug 
offender  be  an  issue  upon  the  trial  of  such  felonious  vio- 
lation, be  disclosed  to  the  jury,  or  be  disclosed  before  any 
plea  of  guilty  or  nolo  contendere  or  verdict  of  finding 
of  guilty  to  the  presiding  judge  without  the  consent  of 
the  parties.  If  the  court  finds  that  the  filing  of  the  notice 
as  a  public  record  may  prejudice  fair  consideration  of  a 
pending  criminal  matter,  it  may  order  the  notice  sealed 
and  the  notice  shall  not  be  subject  to  subpena  or  public 
inspection  during  the  pendency  of  such  criminal  mat- 
ter, except  on  order  of  the  court,  but  shall  be  subject  to 
inspection  by  the  defendant  alleged  to  be  a  dangerous 
special  drug  offender  and  his  counsel. 

(b)  Upon  any  plea  of  guilty  or  nolo  contendere  or 
verdict  or  finding  of  guilty  of  the  defendant  of  such 
felonious  violation,  a  hearing  shall  be  held,  before  sen- 
tence is  imposed,  by  the  court  sitting  without  a  jury.  The 
court  <,hall  fix  a  time  for  the  hearing,  and  notice  thereof 
shall  be  given  to  the  defendant  and  the  United  States  at; 
least  ten  days  prior  thereto.  The  court  shall  permit  the 
United  States  and  counsel  for  the  defendant,  or  the  de- 
fendant if  he  is  not  represented  by  counsel,  to  inspect  the 
presentence  report  sufficiently  prior  to  the  hearing  as  to 
afford  a  reasonable  opportunity  for  verification.  In  ex- 
traordinary cases,  the  court  may  withhold  material  not 
relevant  to  a  proper  sentence,  diagnostic  opinion  which 
might  seriously  disrupt  a  program  of  rehabilitation,  any 
source  of  information  obtained  on  a  promise  of  confiden- 
tiality, and  material  previously  disclosed  in  open  court. 
A  court  withholding  all  or  part  of  the  presentence  report 
shall  inform  the  parties  of  its  action  and  place  in  the 
record  the  reasons  therefor.  The  court  may  require  par- 
ties inspecting  all  or  part  of  a  presentence  report  to  give 
notice  of  any  part  thereof  intended  to  be  controverted. 
In  connection  with  the  hearing,  the  defendant  and  the 
United  States  shall  be  entitled  to  assistance  of  counsel, 
compulsory  process,  and  cross-examination  of  such  wit- 
nesses as  appear  at  the  hearing.  A  duly  authenticated 
copy  of  a  former  judgment  or  commitment  shall  be 
prima  facie  evidence  of  such  former  judgment  or  com- 
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mitment.  If  it  appears  by  a  preponderance  of  the  infor- 
mation, including  information  submitted  during  the  trial 
of  such  felonious  violation  and  the  sentencing  hearing 
and  so  much  of  the  presentence  report  as  the  court  relies 
upon,  that  the  defendant  is  a  dangerous  special  drug  of- 
fender, the  court  shall  sentence  the  defendant  to  impris- 
onment for  an  appropriate  term  not  to  exceed  twenty- 
five  years  and  not  disproportionate  in  severity  to  the 
maximum  term  otherwise  authorized  by  law  for  such 
felonious  violation.  Otherwise  it  shall  sentence  the  de- 
fendant in  accordance  with  the  law  prescribing  penalties 
for  such  felonious  violation.  The  court  shall  place  in  the 
record  its  findings,  including  an  identification  of  the  in- 
formation relied  upon  in  making  such  findings,  and  its 
reasons  for  the  sentence  imposed. 

(c)  This  section  shall  not  prevent  the  imposition  and 
execution  of  a  sentence  of  imprisonment  for  life  or  for  a 
term  exceeding  twenty-five  years  upon  any  person  con- 
victed of  an  offense  so  punishable. 

(d)  Not  withstanding  any  other  provision  of  this 
section,  the  court  shall  not  sentence  a  dangerous  special 
drug  offender  to  less  than  any  mandatory  minimum  pen- 
alty prescribed  by  law  for  such  felonious  violation.  This 
section  shall  not  be  construed  as  creating  any  mandatory 
minimum  penalty. 

(e)  A  defendant  is  a  special  drug  offender  for  pur- 
poses of  this  section  if — 

(1)  the  defendant  has  previously  been  convicted 
in  courts  of  the  United  States  or  a  State  or  any 
political  subdivision  thereof  for  two  or  more  offenses 
involving  dealing  in  controlled  substances,  commit- 
ted on  occasions  different  from  one  another  and  dif- 
ferent from  such  felonious  violation,  and  punishable 
in  such  courts  by  death  or  imprisonment  in  excess  of 
one  year,  for  one  or  more  of  such  convictions  the 
defendant  has  been  imprisoned  prior  to  the  com- 
mission of  such  felonious  violation,  and  less  than 
five  years  have  elapsed  between  the  commission  of 
such  felonious  violation  and  either  the  defendant's 
release,  or  parole  or  otherwise,  from  imprisonment 
for  one  such  conviction  or  his  commission  of  the  last 
such  previous  offense  or  another  offense  involving 
dealing  in  controlled  substances  and  punishable  by 
death  or  imprisonment  in  excess  of  one  year  under 
applicable  laws  of  the  United  States  or  a  State  or 
any  political  subdivision  thereof ;  or 

(2)  the  defendant  committed  such  felonious  viola- 
tion as  part  of  a  pattern  of  dealing  in  controlled 
substances  which  was  criminal  under  applicable  laws 
of  any  jurisdiction,  which  constituted  a  substantial 
source  of  his  income,  and  in  which  he  manifested 
special  skill  or  expertise ;  or 
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(3)  such  felonious  violation  was,  or  the  defendant 
committed  such  felonious  violation  in  furtherance 
of,  a  conspiracy  with  three  or  more  other  persons  to 
'engage  in  a  pattern  of  dealing  in  controlled  sub- 
stances which  was  criminal  under  applicable  laws  of 
any  jurisdiction,  and  the  defendant  did,  or  agreed 
that  he  would,  initiate,  organize,  plan,  finance,  direct, 
manage,  or  supervise  all  or  part  of  such  conspiracy 
or  dealing,  or  give  or  receive  a  bribe  or  use  force  in 
connection  with  such  dealing. 

A  conviction  shown  on  direct  or  collateral  review  or  at 
the  hearing  to  beinvalid  or  for  which  the  defendant  has 
been  pardoned  on  the  ground  of  innocence  shall  be  disre- 
garded for  purposes  of  paragraph  (1)  of  this  subsection. 
In  support  of  findings  under  paragraph  (2)  of  this  sub- 
section, it  may  be  shown  that  the  defendant  has  had  in 
his  own  name  or  under  his  control  income  or  property  not 
explained  as  derived  from  a  source  other  than  such  deal- 
ing. For  purposes  of  paragraph  (2)  of  this  subsection,  a 
substantial  source  of  income  means  a  source  of  incom-s 
which  for  any  period  of  one  year  or  more  exceeds  the 
minimum  wage,  determined  on  the  basis  of  a  forty-hour 
week  and  fifty-week  year,  without  reference  to  exceptions, 
under  section  6(a)  (1)  of  the  Fair  Labor  Standards  Act 
of  1938  for  an  employee  engaged  in  commerce  or  in  the 
production  of  goods  for  commerce,  and  which  for  the 
same  period  exceeds  fifty  percent  of  the  defendant's  de- 
clared adjusted  gross  income  under  section  62  of  the  In- 
ternal Revenue  Code  of  1954.  For  purposes  of  paragraph 
(2)  of  this  subsection,  special  skill  or  expertise  in  such 
dealing  includes  unusual  knowledge,  judgment  or  ability, 
including  manual  dexterity,  facilitating  the  initiation, 
organizing,  planning,  financing,  direction,  management, 
supervision,  execution  or  concealment  of  such  dealing, 
the  enlistment  of  accomplices  in  such  dealing,  the  escape 
from  detection  or  apprehension  for  such  dealing,  or  the 
disposition  of  the  fruits  or  proceeds  of  such  dealing.  For 
purposes  of  paragraphs  (2)  and  (3)  of  this  subsection, 
such  dealing  forms  a  pattern  if  it  embraces  criminal  acts 
that  have  the  same  or  similar  purposes,  results,  partici- 
pants, victims,  or  methods  of  commission,  or  otherwise 
are  interrelated  by  distinguishing  characteristics  and  are 
not  isolated  events. 

(f )  A  defendant  is  dangerous  for  purposes  of  this  sec- 
tion if  a  period  of  confinement  longer  than  that  provided 
for  such  felonious  violation  is  required  for  the  protection 
of  the  public  from  further  criminal  conduct  by  the  de- 
fendant. 

(g)  The  time  for  taking  an  appeal  from  a  conviction 
for  which  sentence  is  imposed  after  proceedings  under 
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this  section  shall  be  measured  from  imposition  of  the 
original  sentence. 

(h)  With  respect  to  the  imposition,  correction,  or  re- 
duction of  a  sentence  after  proceedings  under  this  sec- 
tion, a  review  of  the  sentence  on  the  record  of  the  sentenc- 
ing court  may  be  taken  by  the  defendant  or  the  United 
States  to  a  court  of  appeals.  Any  review  of  the  sentence 
taken  by  the  United  States  shall  be  taken  at  least  five  days 
before  expiration  of  the  time  for  taking  a  review  of  the 
sentence  or  appeal  of  the  conviction  by  the  defendant  and 
shall  be  diligently  prosecuted.  The  sentencing  court  may, 
with  or  without  motion  and  notice,  extend  the  time  for 
taking  a  review  of  the  sentence  for  a  period  not  to  exceed 
thirty  days  from  the  expiration  of  the  time  otherwise 
prescribed  by  law.  The  court  shall  not  extend  the  time  for 
taking  a  review  of  the  sentence  by  the  United  States  after 
the  time  has  expired.  A  court  extending  the  time  for 
taking  a  review  of  the  sentence  by  the  United  States  shall 
extend  the  time  for  taking  a  review  of  the  sentence  or 
appeal  of  the  conviction  by  the  defendant  for  the  same 
period.  The  taking  of  a  review  of  the  sentence  by  the 
United  States  shall  be  deemed  the  taking  of  a  review  of 
the  sentence  and  an  appeal  of  the  conviction  by  the  de- 
fendant. Review  of  the  sentence  shall  include  review  of 
whether  the  procedure  employed  was  lawful,  the  findings 
made  were  clearly  erroneous,  or  the  sentencing  court's 
discretion  was  abused.  The  court  of  appeals  on  review  of 
the  sentence  may,  after  considering  the  record,  including 
the  entire  presentence  report,  information  submitted  dur- 
ing the  trial  of  such  felonious  violation  and  the  sentenc- 
ing hearing,  and  the  findings  and  reasons  of  the  sen- 
tencing court,  affirm  the  sentence,  impose  or  direct  the 
imposition  of  any  sentence  which  the  sentencing  court 
could  originally  have  imposed,  or  remand  for  further 
sentencing  proceedings  and  imposition  of  sentence,  except 
that  a  sentence  may  be  made  more  severe  only  on  review 
of  the  sentence  taken  by  the  United  States  and  after  hear- 
ing. Failure  of  the  United  States  to  take  a  review  of  the 
imposition  of  the  sentence  shall,  upon  review  taken  by 
the  United  States  of  the  correction  or  reduction  of  the 
sentence,  foreclose  imposition  of  a  sentence  more  severe 
than  that  previously  imposed.  Any  withdrawal  or  dis- 
missal of  review  of  the  sentence  taken  by  the  United 
States  shall  foreclose  imposition  of  a  sentence  more  severe 
than  that  reviewed  but  shall  not  otherwise  foreclose  the 
review  of  the  sentence  or  the  appeal  of  the  conviction. 
The  court  of  appeals  shall  state  in  writing  the  reasons  for 
its  disposition  of  the  review  of  the  sentence.  Any  review 
of  the  sentence  taken  by  the  United  States  may  be  dis- 
missed on  a  showing  of  the  abuse  of  the  right  of  the 
United  States  to  take  such  review. 
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INFORMATION    FOR   SENTENCING 


si  u.s.c.  850  Sec.  410.  Except  as  otherwise  provided  in  this  title  or 

section  303(a)  of  the  Public  Health  Service  Act,  no 
limitation  shall  be  placed  on  the  information  concerning 
the  background,  character,  and  conduct  of  a  person  con- 
victed of  an  offense  which  a  court  of  the  United  States 
may  receive  and  consider  for  the  purpose  of  imposing  an 
appropriate  sentence  under  this  title  or  title  III. 

PROCEEDINGS  TO  ESTABLISH  PRIOR  CONVICTIONS 

21  u.s.c.  851  Sec  411.  (a)  ( 1")  No  person  who  stands  convicted  of  an 

offense  under  this  part  shall  be  sentenced  to  increased 
punishment  by  reason  of  one  or  more  prior  convictions, 
unless  before  trial,  or  before  entry  of  a  plea  of  guilty,  the 
United  States  attornev  files  an  information  with  the  court 
(and  serves  a  copy  of  such  information  on  the  person  or 
counsel  for  the  person)  stating  in  writing  the  previous 
convictions  to  be  relied  upon.  Upon  a  showing  by  the 
United  States  attorney  that  facts  regarding  prior  con- 
victions could  not  with  due  diligence  be  obtained  prior 
to  trial  or  before  entry  of  a  plea  of  guilty,  the  court  may 
postpone  the  trial  or  the  taking  of  the  plea  of  guilty  for 
a  reasonable  period  for  the  purpose  of  obtaining  such 
facts.  Clerical  mistakes  in  the  information  may  be 
amended  at  any  time  prior  to  the  pronouncement  of 
sentence. 

(2)  An  information  may  not  be  filed  under  this  section 
if  the  increased  punishment  which  may  be  imposed  is 
imprisonment  for  a  term  in  excess  of  three  years  unless 
the  person  either  waived  or  was  afforded  prosecution  by 
indictment  for  the  offense  for  which  such  increased 
punishment  may  be  imposed. 

(b)  If  the  United  States  attorney  files  an  information 
under  this  section,  the  court  shall  after  conviction  but 
before  pronouncement  of  sentence  inquire  of  the  person 
with  respect  to  whom  the  information  was  filed  whether 
he  affirms  or  denies  that  he  has  been  previously  con- 
victed as  alleged  in  the  information,  and  shall  inform 
him  that  any  challenge  to  a  prior  conviction  which  is  not 
made  before  sentence  is  imposed  may  not  thereafter  be 
raised  to  attack  the  sentence. 

(c)  (1)  If  the  person  denies  any  allegation  of  the  in- 
formation of  prior  conviction,  or  claims  that  any  convic- 
tion alleged  is  invalid,  he  shall  file  a  written  response  to 
the  information.  A  copy  of  the  response  shall  be  served 
upon  the  United  States  attorney.  The  court  shall  hold  a 
hearing  to  determine  any  issues  raised  by  the  response 
which  would  except  the  person  from  increased  punish- 
ment. The  failure  of  the  United  States  attorney  to  in- 
clude in  the  information  the  complete  criminal  record  of 
the  person  or  any  facts  in  addition  to  the  convictions  to 
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be  relied  upon  shall  not  constitute  grounds  for  invalidat- 
ing the  notice  given  in  the  information  required  by  sub- 
section (a)(1).  The  hearing  shall  be  before  the  court 
without  a  jury  and  either  party  may  introduce  evidence. 
Except  as  otherwise  provided  in  paragraph  (2)  of  this 
subsection,  the  United  States  attorney  shall  have  the 
burden  of  proof  beyond  a  reasonable  doubt  on  any  issue  of 
fact.  At  the  request  of  either  party,  the  court  shall  enter 
findings  of  fact  and  conclusions  of  law. 

(2)  A  person  claiming  that  a  conviction  alleged  in  the 
information  was  obtained  in  violation  of  the  Constitu- 
tion of  the  United  States  shall  set  forth  his  claim,  and  the 
factual  basis  therefor,  with  particularity  in  his  response 
to  the  information.  The  person  shall  have  the  burden  of 
proof  by  a  preponderance  of  the  evidence  on  any  issue  of 
fact  raised  by  the  response.  Any  challenge  to  a  prior  con- 
viction, not  raised  by  response  to  the  information  before 
an  increased  sentence  is  imposed  in  reliance  thereon,  shall 
be  waived  unless  good  cause  be  shown  for  failure  to  make 
a  timely  challenge. 

(d)  (1)  If  the  person  files  no  response  to  the  informa- 
tion, or  if  the  court  determines,  after  hearing,  that  the 
person  is  subject  to  increased  punishment  by  reason  of 
prior  convictions,  the  court  shall  proceed  to  impose  sen- 
tence upon  him  as  provided  by  this  part. 

(2)  If  the  court  determines  that  the  person  has  not 
been  convicted  as  alleged  in  the  information,  that  a  con- 
viction alleged  in  the  information  is  invalid,  or  that  the 
person  is  otherwise  not  subject  to  an  increased  sentence  as 
a  matter  of  law,  the  court  shall,  at  the  request  of  the 
United  States  attorney,  postpone  sentence  to  allow  an 
appeal  from  that  determination.  If  no  such  request  is 
made,  the  court  shall  impose  sentence  as  provided  by  this 
part.  The  person  may  appeal  from  an  order  postponing 
sentence  as  if  sentence  had  been  pronounced  and  a  final 
judgment  of  conviction  entered. 

(e)  No  person  who  stands  convicted  of  an  offense 
under  this  part  may  challenge  the  validity  of  any  prior 
conviction  alleged  under  this  section  which  occurred  more 
than  five  years  before  the  date  of  the  information  alleging 
such  prior  conviction. 

Part  E — Administrative  and  Enforcement  Provisions 

PROCEDURES 

Sec.  501.  (a)  The  Attorney  General  may  delegate  any       21  u.s.c.  871 
of  his  functions  under  this  title  to  any  officer  or  employee 
of  the  Department  of  Justice. 

(b)  The  Attorney  General  may  promulgate  and  en- 
force any  rules,  regulations,  and  procedures  which  he 
may  deem  necessary  and  appropriate  for  the  efficient 
execution  of  his  functions  under  this  title. 
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(c)  The  Attorney  General  may  accept  in  the  name 
of  the  Department  of  Justice  any  form  of  devise,  bequest, 
gift,  or  donation  where  the  donor  intends  to  donate  prop- 
erty for  the  purpose  of  preventing  or  controlling  the 
abuse  of  controlled  substances.  He  may  take  all  appro- 
priate steps  to  secure  possession  of  such  property  and 
may  sell,  assign,  transfer,  or  convey  any  such  property 
other  than  moneys. 

EDUCATION    AND    RESEARCH    PROGRAMS    OF    THE    ATTORNEY 

GENERAL 

21  u.s.c.  872  SEC.  502.  (a)  The  Attorney  General  is  authorized  to 

carry  out  educational  and  research  programs  directly 
related  to  enforcement  of  the  laws  under  his  jurisdiction 
concerning  drugs  or  other  substances  which  are  or  may 
be  subject  to  control  under  this  title.  Such  programs  may 
include — 

(1)  educational  and  training  programs  on  drug 
abuse  and  controlled  substances  law  enforcement  for 
local,  State,  and  Federal  personnel ; 

(2)  studies  or  special  projects  designed  to  com- 
pare the  deterrent  effects  of  various  enforcement 
strategies  on  drug  use  and  abuse ; 

(3)  studies  or  special  projects  designed  to  assess 
and  detect  accurately  the  presence  in  the  human  body 
of  drugs  or  other  substances  which  are  or  may  be 
subject  to  control  under  this  title,  including  the  de- 
velopment of  rapid  field  identification  methods 
which  would  enable  agents  to  detect  microquantities 
of  such  drugs  or  other  substances ; 

(4)  studies  or  special  projects  designed  to  evaluate 
the  nature  and  sources  of  the  supply  of  illegal  drugs 
throughout  the  country ; 

(5)  studies  or  special  projects  to  develop  more 
effective  methods  to  prevent  diversion  of  controlled 
substances  into  illegal  channels ;  and 

(6)  studies  or  special  projects  to  develop  informa- 
tion necessary  to  carry  out  his  functions  under  sec- 
tion 201  of  this  title. 

(b)  The  Attorney  General  may  enter  into  contracts 
for  such  educational  and  research  activities  without  per- 
formance bonds  and  without  regard  to  section  3709  of  the 
Revised  Statutes  (41  U.S.C.  5). 

(c)  The  Attorney  General  may  authorize  persons  en- 
gaged in  research  to  withhold  the  names  and  other  iden- 
tifying characteristics  of  persons  who  are  the  subjects 
of  such  research.  Persons  who  obtain  this  authorization 
may  not  be  compelled  in  any  Federal,  State,  or  local  civil, 
criminal,  administrative,  legislative,  or  other  proceeding 
to  identify  the  subjects  of  research  for  which  such  au- 
thorization was  obtained. 
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(d)  The  Attorney  General,  on  his  own  motion  or  at  the 
request  of  the  Secretary,  may  authorize  the  possession, 
distribution,  and  dispensing  of  controlled  substances  by 
persons  engaged  in  research.  Persons  who  obtain  this 
authorization  shall  be  exempt  from  State  or  Federal 
prosecution  for  possession,  distribution,  and  dispensing 
of  controlled  substances  to  the  extent  authorized  by  the 
Attorney  General. 

COOPERATIVE   ARRANGEMENTS 

Sec.  503.  (a)  The  Attorney  General  shall  cooperate   ^  u.s.c.  873 
with  local,  State,  and  Federal  agencies  concerning  traffic 
in  controlled  substances  and  in  suppressing  the  abuse  of 
controlled  substances.  To  this  end,  he  is  authorized  to — 

(1)  arrange  for  the  exchange  of  information  be- 
tween governmental  officials  concerning  the  use  and 
abuse  of  controlled  substances ; 

(2)  cooperate  in  the  institution  and  prosecution 
of  cases  in  the  courts  of  the  United  States  and  before 
the  licensing  boards  and  courts  of  the  several  States ; 

(3)  conduct  training  programs  on  controlled  sub- 
stance law  enforcement  for  local,  State,  and  Federal 
personnel ; 

(4)  maintain  in  the  Department  of  Justice  a  unit 
which  will  accept,  catalog,  file,  and  otherwise  utilize 
all  information  and  statistics,  including  records  of 
controlled  substance  abusers  and  other  controlled 
substance  law  offenders,  which  may  be  received  from 
Federal,  State,  and  local  agencies,  and  make  such 
information  available  for  Federal,  State,  and  local 
law  enforcement  purposes ;  and 

(5)  conduct  programs  of  eradication  aimed  at 
destroying  wild  or  illicit  growth  of  plant  species 
from  which  controlled  substances  may  be  extracted. 

(b)  When  requested  by  the  Attorney  General,  it  shall 
be  the  duty  of  any  agency  or  instrumentality  of  the  Fed- 
eral Government  to  furnish  assistance,  including  techni- 
cal advice,  to  him  for  carrying  out  his  functions  under 
this  title ;  except  that  no  such  agency  or  instrumentality 
shall  be  required  to  furnish  the  name  of,  or  other  identi- 
fying information  about,  a  patient  or  research  subject 
whose  identity  it  has  undertaken  to  keep  confidential. 

ADVISORY   COMMITTEES 

Sec.  504.  The  Attorney  General  may  from  time  to  time  21  u.s.c.  874 
appoint  committees  to  advise  him  with  respect  to  pre- 
venting and  controlling  the  abuse  of  controlled  sub- 
stances. Members  of  the  committees  may  be  entitled  to 
receive  compensation  at  the  rate  of  $100  for  each  day  (in- 
cluding traveltime)  during  which  they  are  engaged  in 
the  actual  performance  of  duties.  While  traveling  on 
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official  business  in  the  performance  of  duties  for  the 
committees,  members  of  the  committees  shall  be  allowed 
expenses  of  travel,  including  per  diem  instead  of  sub- 
sistance,  in  accordance  with  subchapter  I  of  chapter 
57  of  title  5,  United  States  Code. 

ADMINISTRATIVE    HEARINGS 

21U.S.C.  875  Sec.  505.  (a)  In  carrying  out  his  functions  under  this 

title,  the  Attorney  General  may  hold  hearings,  sign  and 
issue  subpenas,  administer  oaths,  examine  witnesses,  and 
receive  evidence -at  any  place  in  the  United  States. 

(b)  Except  as  otherwise  provided  in  this  title,  notice 
shall  be  given  and  hearings  shall  be  conducted  under 
appropriate  procedures  of  subchapter  II  of  chapter  5, 
title  5,  United  States  Code. 

SUBPENAS 

21  u.s.c.  876  Sec.  506.  (a)  In  any  investigation  relating  to  his  func- 

tions under  this  title  with  respect  to  controlled  sub- 
stances, the  Attorney  General  may  subpena  witnesses, 
compel  the  attendance  and  testimony  of  witnesses,  and 
require  the  production  of  any  records  (including  books, 
papers,  documents,  and  other  tangible  things  which  con- 
stitute or  contain  evidence)  which  the  Attorney  General 
finds  relevant  or  material  to  the  investigation.  The  at- 
tendance of  witnesses  and  the  production  of  records  may 
be  required  from  any  place  in  any  State  or  in  any  terri- 
tory or  other  place  subject  to  the  jurisdiction  of  the 
United  States  at  any  designated  place  of  hearing ;  except 
that  a  witness  shall  not  be  required  to  appear  at  any  hear- 
ing more  than  500  miles  distant  from  the  place  where 
he  was  served  with  a  subpena.  Witnesses  summoned  un- 
der this  section  shall  be  paid  the  same  fees  and  mileage 
that  are  paid  witnesses  in  the  courts  of  the  United 
States. 

(b)  A  subpena  issued  under  this  section  may  be  served 
by  any  person  designated  in  the  subpena  to  serve  it.  Serv- 
ice upon  a  natural  person  may  be  made  by  personal  deliv- 
ery of  the  subpena  to  him.  Service  may  be  made  upon  a 
domestic  or  foreign  corporation  or  upon  a  partnership 
or  other  unincorporated  association  which  is  subject  to 
suit  under  a  common  name,  by  delivering  the  subpena  to 
an  officer,  to  a  managing  or  general  agent,  or  to  any  other 
agent  authorized  by  appointment  or  by  law  to  receive 
service  of  process.  The  affidavit  of  the  person  serving  the 
subpena  entered  on  a  true  copy  thereof  by  the  person 
serving  it  shall  be  proof  of  service. 

(c)  In  the  case  of  contumacy  by  or  refusal  to  obey  a 
subpena  issued  to  any  person,  the  Attorney  General  may 
invoke  the  aid  of  any  court  of  the  United  States  within 
the  jurisdiction  of  which  the  investigation  is  carried  on 
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or  of  which  the  subpenaed  person  is  an  inhabitant,  or  in 
which  he  carries  on  business  or  may  be  found,  to  compel 
compliance  with  the  subpena.  The  court  may  issue  an  or- 
der requiring  the  subpenaed  person  to  appear  before  the 
Attorney  General  to  produce  records,  if  so  ordered,  or  to 
give  testimony  touching  the  matter  under  investigation. 
Any  failure  to  obey  the  order  of  the  court  may  be  pun- 
ished by  the  court  as  a  contempt  thereof.  All  process  in 
any  such  case  may  be  served  in  any  judicial  district  in 
which  such  person  may  be  found. 

JUDICIAL   REVIEW 

Sec.  507.  All  final  determinations,  findings,  and  con-  21  u.s.c.  877 
elusions  of  the  Attorney  General  under  this  title  shall 
be  final  and  conclusive  decisions  of  the  matters  involved, 
except  that  any  person  aggrieved  by  a  final  decision  of 
the  Attorney  General  may  obtain  review  of  the  decision 
in  the  United  States  Court  of  Appeals  for  the  District  of 
Columbia  or  for  the  circuit  in  which  his  principal  place 
of  business  is  located  upon  petition  filed  with  the  court 
and  delivered  to  the  Attorney  General  within  thirty  days 
after  notice  of  the  decision.  Findings  of  fact  by  the  At- 
torney General,  if  supported  by  substantial  evidence, 
shall  be  conclusive. 

POWERS    OF   ENFORCEMENT   PERSONNEL 

Sec.  508.  Any  officer  or  employee  of  the  Bureau  of  Nar-    21  u.s.c.  878 
cotics  and  Dangerous  Drugs  designated  by  the  Attorney 
General  may — 

(1)  carry  firearms ; 

(2)  execute  and  serve  search  warrants,  arrest 
warrants,  administrative  inspection  warrants,  sub- 
penas,  and  summonses  issued  under  the  authority  of 
the  United  States; 

(3)  make  arrests  without  warrant  (A)  for  any 
offense  against  the  United  States  committed  in  his 
presence,  or  (B)  for  any  felony,  cognizable  under 
the  laws  of  the  United  States,  if  he  has  probable 
cause  to  believe  that  the  person  to  be  arrested  has 
committed  or  is  committing  a  felony ; 

(4)  make  seizures  of  property  pursuant  to  the 
provisions  of  this  title ;  and 

(5)  perform  such  other  law  enforcement  duties 
as  the  Attorney  General  may  designate. 

SEARCH   WARRANTS 

Sec.  509.  A  search  warrant  relating  to  offenses  in-    21  u.s.c.  879 
volving  controlled  substances  may  be  served  at  any  time 
of  the  day  or  night  if  the  judge  or  United  States  magis- 
trate issuing  the  warrant  is  satisfied  that  there  is  prob- 
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able  cause  to  believe  that  grounds  exist  for  the  warrant 
and  for  its  service  at  such  time. 

ADMINISTRATIVE   INSPECTIONS   AND  WARRANTS 

21  u.s.c.  880  g^  510.  (a)  As  used  in  this  section,  the  term  "con- 

trolled premises"  means — 

(1)  places  where  original  or  other  records  or  doc- 
uments required  under  this  title  are  kept  or  required 
to  be  kept,  and 

(2)  places,  including  factories,  warehouses,  or 
other  establishments,  and  conveyances  where  per- 
sons registered  under  section  303  (or  exempted  from 
registration  under  section  302(d))  may  lawfully 
hold,  manufacture,  or  distribute,  dispense,  admin- 
ister, or  otherwise  dispose  of  controlled  substances. 

(b)  (1)  For  the  purpose  of  inspecting,  copying,  and 
verifying  the  correctness  of  records,  reports,  or  other 
documents  required  to  be  kept  or  made  under  this  title 
and  otherwise  facilitating  the  carrying  out  of  his  func- 
tions under  this  title,  the  Attorney  General  is  authorized, 
in  accordance  with  this  section,  to  enter  controlled  prem- 
ises and  to  conduct  administrative  inspections  thereof, 
and  of  the  things  specified  in  this  section,  relevant  to 
those  functions. 

(2)  Such  entries  and  inspections  shall  be  carried  out 
through  officers  or  employees  (hereinafter  referred  to  as 
"inspectors")  designated  by  the  Attorney  General.  Any 
such  inspector,  upon  stating  his  purpose  and  present- 
ing to  the  owner,  operator,  or  agent  in  charge  of  such 
premises  (A)  appropriate  credentials  and  (B)  a  written 
notice  of  his  inspection  authority  (which  notice  in  the 
case  of  an  inspection  requiring,  or  in  fact  supported  by, 
an  administrative  inspection  warrant  shall  consist  of 
such  warrant),  shall  have  the  right  to  enter  such  prem- 
ises and  conduct  such  inspection  at  reasonable  times. 

(3)  Except  as  may  otherwise  be  indicated  in  an  appli- 
cable inspection  warrant,  the  inspector  shall  have  the 
right — 

(A)  to  inspect  and  copy  records,  reports,  and 
other  documents  required  to  be  kept  or  made  under 
this  title; 

(B)  to  inspect,  within  reasonable  limits  and  in  a 
reasonable  manner,  controlled  premises  and  all  perti- 
nent equipment,  finished  and  unfinished  drugs  and 
other  substances  or  materials,  containers,  and  label- 
ing found  therein,  and,  except  as  provided  in  para- 
graph (5)  of  this  subsection,  all  other  things  therein 
(including  records,  files,  papers,  processes,  controls, 
and  facilities)  appropriate  for  verification  of  the 
records,  reports,  and  documents  referred  to  in  clause 
(A)  or  otherwise  bearing  on  the  provisions  of  this 
title;  and 


199 

(C)  to  inventory  any  stock  of  any  controlled  sub- 
stance therein  and  obtain  samples  of  any  such  sub- 
stance. 
(4)   Except  when  the  owner,  operator,  or  agent  in 
charge  of  the  controlled  premises  so  consents  in  writing, 
no  inspection  authorized  by  this  section  shall  extend  to — 

(A)  financial  data ; 

( B )  sales  data  other  than  shipment  data ;  or 

(C)  pricing  data. 

(c)  A  warrant  under  this  section  shall  not  be  required 
for  the  inspection  of  books  and  records  pursuant  to  an 
administrative  subpena  issued  in  accordance  with  section 
506,  nor  for  entries  and  administrative  inspections 
(including  seizures  of  property) — 

(1)  with  the  consent  of  the  owner,  operator,  or 
agent  in  charge  of  the  controlled  premises ; 

(2)  in  situations  presenting  imminent  danger  to 
health  or  safety ; 

(3)  in  situations  involving  inspection  of  convey- 
ances where  there  is  reasonable  cause  to  believe  that 
the  mobility  of  the  conveyance  makes  it  impractica- 
ble to  obtain  a  warrant ; 

(4)  in  any  other  exceptional  or  emergency  cir- 
cumstances where  time  or  opportunity  to  apply  for 
a  warrant  is  lacking ;  or 

(5)  in  any  other  situations  where  a  warrant  is  not 
constitutionally  required. 

(d)  Issuance  and  execution  of  administrative  inspec- 
tion warrants  shall  be  as  follows : 

(1)  Any  judge  of  the  United  States  or  of  a  State  court 
of  record,  or  any  United  States  magistrate,  may,  within 
his  territorial  jurisdiction,  and  upon  proper  oath  or  affir- 
mation showing  probable  cause,  issue  warrants  for  the 
purpose  of  conducting  administrative  inspections  author- 
ized by  this  title  or  regulations  thereunder,  and  seizures 
of  property  appropriate  to  such  inspections.  For  the  pur- 
poses of  this  section,  the  term  "probable  cause"  means  a 
valid  public  interest  in  the  effective  enforcement  of  this 
title  or  regulations  thereunder  sufficient  to  justify  admin- 
istrative inspections  of  the  area,  premises,  building,  or 
conveyance,  or  contents  thereof,  in  the  circumstances 
specified  in  the  application  for  the  warrant. 

(2)  A  warrant  shall  issue  only  upon  an  affidavit  of  an 
officer  or  employee  having  knowledge  of  the  facts  alleged, 
sworn  to  before  the  judge  or  magistrate  and  establishing 
the  grounds  for  issuing  the  warrant.  If  the  judge  or 
magistrate  is  satisfied  that  grounds  for  the  application 
exist  or  that  there  is  probable  cause  to  believe  they  exist, 
he  shall  issue  a  warrant  identifying  the  area,  premises, 
building,  or  conveyance  to  be  inspected,  the  purpose  of 
such  inspection,  and,  where  appropriate,  the  type  of  prop- 
erty to  be  inspected,  if  any.  The  warrant  shall  identify 
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the  items  or  types  of  property  to  be  seized,  if  any.  The 
warrant  shall  be  directed  to  a  person  authorized  under 
subsection  (b)  (2)  to  execute  it.  The  warrant  shall  state 
the  grounds  for  its  issuance  and  the  name  of  the  person 
or  persons  whose  affidavit  has  been  taken  in  support 
thereof.  It  shall  command  the  person  to  whom  it  is 
directed  to  inspect  the  area,  premises,  building,  or  con- 
veyance identified  for  the  purpose  specified,  and,  where 
appropriate,  shall  direct  the  seizure  of  the  property  speci- 
fied. The  warrant  shall  direct  that  it  be  served  during 
normal  business  hours.  It  shall  designate  the  judge  or 
magistrate  to  whom  it  shall  be  returned. 

(3)  A  warrant  issued  pursuant  to  this  section  must  be 
executed  and  returned  within  ten  days  of  its  date  unless, 
upon  a  showing  by  the  United  States  of  a  need  therefor, 
the  judge  or  magistrate  allows  additional  time  in  the 
warrant.  If  property  is  seized  pursuant  to  a  warrant,  the 
person  executing  the  warrant  shall  give  to  the  person 
from  whom  or  from  whose  premises  the  property  was 
taken  a  copy  of  the  warrant  and  a  receipt  for  the  prop- 
erty taken  or  shall  leave  the  copy  and  receipt  at  the  place 
from  which  the  property  was  taken.  The  return  of  the 
warrant  shall  be  made  promptly  and  shall  be  accom- 
panied by  a  written  inventory  of  any  property  taken. 
The  inventory  shall  be  made  in  the  presence  of  the  person 
executing  the  warrant  and  of  the  person  from  whose 
possession  or  premises  the  property  was  taken,  if  they 
are  present,  or  in  the  presence  of  at  least  one  credible 
person  other  than  the  person  making  such  inventory,  and 
shall  be  verified  by  the  person  executing  the  warrant.  The 
judge  or  magistrate,  upon  request,  shall  deliver  a  copy 
of  the  inventory  to  the  person  from  whom  or  from  whose 
premises  the  property  was  taken  and  to  the  applicant 
for  the  warrant. 

(4)  The  judge  or  magistrate  who  has  issued  a  warrant 
under  this  section  shall  attach  to  the  warrant  a  copy  of 
the  return  and  all  papers  filed  in  connection  therewith 
and  shall  file  them  with  the  clerk  of  the  district  court 
of  the  United  States  for  the  judicial  district  in  which  the 
inspection  was  made. 

FORFEITURES 

21U.S.C.  881  gEC#  511.  (a)  The  following  shall  be  subject  to  for- 

feiture to  the  United  States  and  no  property  right  shall 
exist  in  them : 

(1)  All  controlled  substances  which  have  been 
manufactured,  distributed,  dispensed,  or  acquired  in 
violation  of  this  title. 

(2)  All  raw  materials,  products,  and  equipment  of 
any  kind  which  are  used,  or  intended  for  use,  in 
manufacturing,  compounding,  processing,  deliver- 
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ing,  importing,  or  exporting  any  controlled  sub- 
stance in  violation  of  this  title. 

(3)  All  property  which  is  used,  or  intended  for 
use,  as  a  container  for  property  described  in  para- 
graph (1)  or  (2). 

(4)  All  conveyances,  including  aircraft,  vehicles, 
or  vessels,  which  are  used,  or  are  intended  for  use, 
to  transport,  or  in  any  manner  to  facilitate  the 
transportation,  sale,  receipt,  possession,  or  conceal- 
ment of  property  described  in  paragraph  (1)  or  (2), 
except  that — 

(A)  no  conveyance  used  by  any  person  as  a 
common  carrier  in  the  transaction  of  business 
as  a  common  carrier  shall  be  forfeited  under  the 
provisions  of  this  section  unless  it  shall  appear 
that  the  owner  or  other  person  in  charge  of  such 
conveyance  was  a  consenting  party  or  privy  to  a 
violation  of  this  title  or  title  III ;  and 

(B)  no  conveyance  shall  be  forfeited  under 
the  provisions  of  this  section  by  reason  of  any 
act  or  omission  established  by  the  owner  thereof 
to  have  been  committed  or  omitted  by  any  per- 
son other  than  such  owner  while  such  convey- 
ance was  unlawfully  in  the  possession  of  a  per- 
son other  than  the  owner  in  violation  of  the 
criminal  laws  of  the  United  States,  or  of  any 
State. 

(5)  All  books,  records,  and  research,  including 
formulas,  microfilm,  tapes,  and  data  which  are  used, 
or  intended  for  use,  in  violation  of  this  title. 

(b)  Any  property  subject  to  forfeiture  to  the  United 
States  under  this  title  may  be  seized  by  the  Attorney 
General  upon  process  issued  pursuant  to  the  Supple- 
mental Kules  for  Certain  Admiralty  and  Maritime 
Claims  by  any  district  court  of  the  United  States  having 
jurisdiction  over  the  property,  except  that  seizure  with- 
out such  process  may  be  made  when — 

(1)  the  seizure  is  incident  to  an  arrest  or  a  search 
under  a  search  warrant  or  an  inspection  under  an 
administrative  inspection  warrant ; 

(2)  the  property  subject  to  seizure  has  been  the 
subject  of  a  prior  judgment  in  favor  of  the  United 
States  in  a  criminal  injunction  or  forfeiture  proceed- 
ing under  this  title ; 

(31)  the  Attorney  General  has  probable  cause  to 
believe  that  the  property  is  directly  or  indirectly 
dangerous  to  health  or  safety;  or 

(4)  the  Attorney  General  has  probable  cause  to 
believe  that  the  property  has  been  used  or  is  intended 
to  be  used  in  violation  of  this  title. 

In  the  event  of  seizure  pursuant  to  paragraph  (3)  or  (4) 
of  this  subsection,  proceedings  under  subsection  (d)  of 
this  section  shall  be  instituted  promptly. 
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(c)  Property  taken  or  detained  under  this  section 
shall  not  be  repleviable,  but  shall  be  deemed  to  be  in  the 
custody  of  the  Attorney  General,  subject  only  to  the 
orders  and  decrees  of  the  court  or  the  official  having 
jurisdiction  thereof.  Whenever  property  is  seized  under 
the  provisions  of  this  title,  the  Attorney  General  may — 

(1)  place  the  property  under  seal; 

(2)  remove  the  property  to  a  place  designated  by 
him ;  or 

(3)  require  that  the  General  Services  Admin- 
istration take  custody  of  the  property  and  remove  it 
to  an  appropriate  location  for  disposition  in  accord- 
ance with   law. 

(d)  All  provisions  of  law  relating  to  the  seizure,  sum- 
mary and  judicial  forfeiture,  and  condemnation  of 
property  for  violation  of  the  customs  laws;  the  disposi- 
tion of  such  property  or  the  proceeds  from  the  sale  there- 
of ;  the  remission  or  mitigation  of  such  forfeitures ;  and 
the  compromise  of  claims  and  the  award  of  compensation 
to  informers  in  respect  of  such  forfeitures  shall  apply  to 
seizures  and  forfeitures  incurred,  or  alleged  to  have  been 
incurred,  under  the  provisions  of  this  title,  insofar  as 
applicable  and  not  inconsistent  with  the  provisions 
hereof ;  except  that  such  duties  as  are  imposed  upon  the 
customs  officer  or  any  other  person  with  respect  to  the 
seizure  and  forfeiture  of  property  under  the  customs 
laws  shall  be  performed  with  respect  to  seizures  and  for- 
feitures of  property  under  this  title  by  such  officers, 
agents,  or  other  persons  as  may  be  authorized  or  desig- 
nated for  that  purpose  by  the  Attorney  General,  except 
to  the  extent  that  such  duties  arise  from  seizures  and 
forfeitures  effected  by  any  customs  officer. 

(e)  Whenever  property  is  forfeited  under  this  title 
the  Attorney  General  may — 

(1)  retain  the  property  for  official  use; 

(2)  sell  any  forfeited  property  which  is  not  re- 
quired to  be  destroyed  by  law  and  which  is  not  harm- 
ful to  the  public,  but  the  proceeds  from  any  such 
sale  shall  be  used  to  pay  all  proper  expenses  of  the 
proceedings  for  forfeiture  and  sale  including  ex- 
penses of  seizure,  maintenance  of  custody,  advertis- 
ing and  court  costs ; 

(3)  require  that  the  General  Services  Admin- 
istration take  custody  of  the  property  and  remove 
it  for  disposition  in  accordance  with  law;  or 

(4)  forward  it  to  the  Bureau  of  Narcotics  and 
Dangerous  Drugs  for  disposition  (including  deliv- 
ery for  medical  or  scientific  use  to  any  Federal  or 
State  agency  under  regulations  of  the  Attorney 
General). 

(f)  All  controlled  substances  in  schedule  I  that  are 
possessed,  transferred,  sold,  or  offered  for  sale  in  viola- 
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tion  of  the  provisions  of  this  title  shall  be  deemed  con- 
traband and  seized  and  summarily  forfeited  to  the  United 
States.  Similarly,  all  substances  in  schedule  I,  which  are 
seized  or  come  into  the  possession  of  the  United  States, 
the  owners  of  which  are  unknown,  shall  be  deemed  con- 
traband and  summarily  forfeited  to  the  United  States. 

(g)(1)  All  species  of  plants  from  which  controlled 
substances  in  schedules  I  and  II  may  be  derived  which 
have  been  planted  or  cultivated  in  violation  of  this  title, 
or  of  which  the  owners  or  cultivators  are  unknown,  or 
which  are  wild  growths,  may  be  seized  and  summarily 
forfeited  to  the  United  States. 

(2)  The  failure,  upon  demand  by  the  Attorney  Gen- 
eral or  his  duly  authorized  agent,  of  the  person  in  occu- 
pancy or  in  control  of  land  or  premises  upon  which  such 
species  of  plants  are  growing  or  being  stored,  to  produce 
an  appropriate  registration,  or  proof  that  he  is  the  holder 
thereof,  shall  constitute  authority  for  the  seizure  and 
forfeiture. 

(3)  The  Attorney  General,  or  his  duly  authorized 
agent,  shall  have  authority  to  enter  upon  any  lands,  or 
into  any  dwelling  pursuant  to  a  search  warrant,  to  cut, 
harvest,  carry  off,  or  destroy  such  plants. 

INJUNCTIONS 

Sec.  512.  (a)  The  district  courts  of  the  United  States  21™-c.882 
and  all  courts  exercising  general  jurisdiction  in  the  ter- 
ritories and  possessions  of  the  United  States  shall  have 
jurisdiction  in  proceedings  in  accordance  with  the  Fed- 
eral Rules  of  Civil  Procedure  to  enjoin  violations  of  this 
title. 

(b)  In  case  of  an  alleged  violation  of  an  injunction 
or  restraining  order  issued  under  this  section,  trial  shall, 
upon  demand  of  the  accused,  be  by  a  jury  in  accordance 
with  the  Federal  Rules  of  Civil  Procedure. 

ENFORCEMENT    PROCEEDINGS 

Sec.  513.  Before  any  violation  of  this  title  is  reported  21  usc#  88S 
by  the  Director  of  the  Bureau  of  Narcotics  and  Danger- 
ous Drugs  to  any  United  States  attorney  for  institution 
of  a  criminal  proceeding,  the  Director  may  require  that 
the  person  against  whom  such  proceeding  is  contemplated 
be  given  appropriate  notice  and  an  opportunity  to  present 
his  views,  either  orally  or  in  writing,  with  regard  to  such 
contemplated  proceeding. 

IMMUNITY    AND    PRIVILEGE 

Sec.  514.  (a)  Whenever  a  witness  refuses,  on  the  basis   21  *J-s.c.  884 
of  his  privilege  against  self-incrimination,  to  testify  or 
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provide  other  information  in  a  proceeding  before  a  court 
or  grand  jury  of  the  United  States,  involving  a  violation 
of  this  title,  and  the  person  presiding  over  the  proceeding 
communicates  to  the  witness  an  order  issued  under  this 
section,  the  witness  may  not  refuse  to  comply  with  the 
order  on  the  basis  of  his  privilege  against  self-incrimina- 
tion. But  no  testimony  or  other  information  compelled 
under  the  order  issued  under  subsection  (b)  of  this  sec- 
tion or  any  information  obtained  by  the  exploitation  of 
such  testimony  or  other  information,  may  be  used  against 
the  witness  in  any  criminal  case,  including  any  criminal 
case  brought  in  a  court  of  a  State,  except  a  prosecution 
for  perjury,  giving  a  false  statement,  or  otherwise  failing 
to  comply  with  the  order. 

(b)  In  the  case  of  any  individual  who  has  been  or 
may  be  called  to  testify  or  provide  other  information  at 
any  proceeding  before  a  court  or  grand  jury  of  the  United 
States,  the  United  States  district  court  for  the  judicial 
district  in  which  the  proceeding  is  or  may  be  held  shall 
issue,  upon  the  request  of  the  United  States  attorney  for 
such  district,  an  order  requiring  such  individual  to  give 
any  testimony  or  provide  any  other  information  which 
he  refuses  to  give  or  provide  on  the  basis  of  his  privilege 
against  self-incrimination. 

(c)  A  United  States  attorney  may,  with  the  approval 
of  the  Attorney  General  or  the  Deputy  Attorney  Gen- 
eral, or  any  Assistant  Attorney  General  designated  by 
the  Attorney  General,  request  an  order  under  subsection 
(b)  when  in  his  judgment — 

(1)  the  testimony  or  other  information  from  such 
individual  may  be  necessary  to  the  public  interest; 
and 

(2)  such  individual  has  refused  or  is  likely  to  re- 
fuse to  testify  or  provide  other  information  on  the 
basis  of  his  privilege  against  self-incrimination. 

BURDEN   OF  PROOF,*   LIABILITIES 

Sec.  515.  (a)  (1)  It  shall  not  be  necessary  for  the 
United  States  to  negative  any  exemption  or  exception 
set  forth  in  this  title  in  any  complaint,  information,  in- 
dictment, or  other  pleading  or  in  any  trial,  hearing,  or 
other  proceeding  under  this  title,  and  the  burden  of 
going  forward  with  the  evidence  with  respect  to  any 
such  exemption  or  exception  shall  be  upon  the  person 
claiming  its  benefit. 

(2)  In  the  case  of  a  person  charged  under  section  404 
(a)  with  the  possession  of  a  controlled  substance,  any 
label  identifying  such  substance  for  purposes  of  section 
503(b)(2)  of  the  Federal  Food,  Drug,  and  Cosmetic 
Act  shall  be  admissible  in  evidence  and  shall  be  prima 
facie  evidence  that  such  substance  was  obtained  pur- 
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suant  to  a  valid  prescription  from  a  practitioner  while 
acting  in  the  course  of  his  professional  practice. 

(b)  In  the  absence  of  proof  that  a  person  is  the  duly 
authorized  holder  of  an  appropriate  registration  or 
order  form  issued  under  this  title,  he  shall  be  presumed 
not  to  be  the  holder  of  such  registration  or  form,  and 
the  burden  of  going  forward  with  the  evidence  with 
respect  to  such  registration  or  form  shall  be  upon  him. 

(c)  The  burden  of  going  forward  with  the  evidence 
to  establish  that  a  vehicle,  vessel,  or  aircraft  used  in  con- 
nection with  controlled  substances  in  schedule  I  was  used 
in  accordance  with  the  provisions  of  this  title  shall  be 
on  the  persons  engaged  in  such  use. 

(d)  Except  as  provided  in  sections  2234  and  2235  of 
title  18,  United  States  Code,  no  civil  or  criminal  liability 
shall  be  imposed  by  virtue  of  this  title  upon  any  duly 
authorized  Federal  officer  lawfully  engaged  in  the  en- 
forcement of  this  title,  or  upon  any  duly  authorized  offi- 
cer of  any  State,  territory,  political  subdivision  thereof, 
the  District  of  Columbia,  or  any  possession  of  the  United 
States,  who  shall  be  lawfully  engaged  in  the  enforcement 
of  any  law  or  municipal  ordinance  relating  to  controlled 
substances. 

PAYMENTS   AND   ADVANCES 

Sec.  516.  (a)  The  Attorney  General  is  authorized  to  siu.s.c. 
pay  any  person,  from  funds  appropriated  for  the  Bu- 
reau of  Narcotics  and  Dangerous  Drugs,  for  information 
concerning  a  violation  of  this  title,  such  sum  or  sums  of 
money  as  he  may  deem  appropriate,  without  reference  to 
any  moieties  or  rewards  to  which  such  person  may  other- 
wise be  entitled  by  law. 

(b)  Moneys  expended  from  appropriations  of  the  Bu- 
reau of  Narcotics  and  Dangerous  Drugs  for  purchase  of 
controlled  substances  and  subsequently  recovered  shall 
be  reimbursed  to  the  current  appropriation  for  the 
Bureau. 

(c)  The  Attorney  General  is  authorized  to  direct  the 
advance  of  funds  by  the  Treasury  Department  in  connec- 
tion with  the  enforcement  of  this  title. 

Part  F — Advisory  Commission 

ESTABLISHMENT  OF  COMMISSION  ON  MARIHUANA  AND  DRUG 

ABUSE 

Sec.  601.  (a)  There  is  established  a  commission  to  be  **t^s,c- 
known  as  the  Commission  on  Marihuana  and  Drug  Abuse 
(hereafter  in  this  section  referred  to  as  the  "Commis- 
sion"). The  Commission  shall  be  composed  of — 

(1)  two  Members  of  the  Senate  appointed  by  the 
President  of  the  Senate ; 
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(2)  two  Members  of  the  House  of  Representatives 
appointed  by  the  Speaker  of  the  House  of  Repre- 
sentatives ;  and 

(3)  nine  members  appointed  by  the  President  of 
the  United  States. 

At  no  time  shall  more  than  one  of  the  members  appointed 
under  paragraph  (1),  or  more  than  one  of  the  members 
appointed  under  paragraph  (2) ,  or  more  than  five  of  the 
members  appointed  under  paragraph  (3)  be  members  of 
the  same  political  party. 

(b)  (1)  The  President  shall  designate  one  of  the  mem- 
bers of  the  Commission  as  Chairman,  and  one  as  Vice 
Chairman.  Seven  members  of  the  Commission  shall  con- 
stitute a  quorum,  but  a  lesser  number  may  conduct 
hearings. 

(2)  Members  of  the  Commission  who  are  Members  of 
Congress  or  full-time  officers  or  employees  of  the  United 
States  shall  serve  without  additional  compensation  but 
shall  be  reimbursed  for  travel,  subsistence,  and  other 
necessary  expenses  incurred  in  the  performance  of  the 
duties  vested  in  the  Commission.  Members  of  the  Com- 
mission from  private  life  shall  receive  $100  per  diem 
while  engaged  in  the  actual  performance  of  the  duties 
vested  in  the  Commission,  plus  reimbursement  for  travel, 
subsistence,  and  other  necessary  expenses  incurred  in  the 
performance  of  such  duties. 

(3)  The  Commission  shall  meet  at  the  call  of  the  Chair- 
man or  at  the  call  of  a  majority  of  the  members  thereof. 

(c)  (1)  The  Commission  shall  have  the  power  to  ap- 
point and  fix  the  compensation  of  such  personnel  as  it 
deems  advisable,  without  regard  to  the  provisions  of 
title  5,  United  States  Code,  governing  appointments  in 
the  competitive  service,  and  the  provisions  of  chapter  51 
and  subchapter  III  of  chapter  53  of  such  title,  relating  to 
classification  and  General  Schedule  pay  rates. 

(2)  The  Commission  may  procure,  in  accordance  with 
the  provisions  of  section  3109  of  title  5,  United  States 
Code,  the  temporary  or  intermittent  services  of  experts  or 
consultants.  Persons  so  employed  shall  receive  compensa- 
tion at  a  rate  to  be  fixed  by  the  Commission,  but  not  in 
excess  of  $75  per  diem,  including  travel  time.  While  away 
from  his  home  or  regular  place  of  business  in  the  per- 
formance of  services  for  the  Commission,  any  such  per- 
son may  be  allowed  travel  expenses,  including  per  diem 
in  lieu  of  subsistence,  as  authorized  by  section  5703  (b)  of 
title  5,  United  States  Code,  for  persons  in  the  Govern- 
ment service  employed  intermittently. 

(3)  The  Commission  may  secure  directly  from  any 
department  or  agency  of  the  United  States  information 
necessary  to  enable  it  to  carry  out  its  duties  under  this 
section.  Upon  request  of  the  Chairman  of  the  Commis- 
sion, such  department  or  agency  shall  furnish  such  in- 
formation to  the  Commission. 
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(d)(1)  The  Commission  shall  conduct  a  study  of  mari- 
huana including,  but  not  limited  to,  the  following  areas : 

(A)  the  extent  of  use  of  marihuana  in  the  United 
States  to  include  its  various  sources,  the  number  of 
users,  number  of  arrests,  number  of  convictions, 
amount  of  marihuana  seized,  type  of  user,  nature  of 
use; 

(B)  an  evaluation  of  the  efficacy  of  existing  mari- 
huana laws ; 

(C)  a  study  of  the  pharmacology  of  marihuana 
and  its  immediate  and  long-term  effects,  both  physio- 
logical and  psychological ; 

(D)  the  relationship  of  marihuana  use  to  aggres- 
sive behavior  and  crime  ; 

(E)  the  relationship  between  marihuana  and  the 
use  of  other  drugs ;  and 

(F)  the  international  control  of  marihuana. 

(2)  Within  one  year  after  the  date  on  which  funds 
first  become  available  to  carry  out  this  section,  the  Com- 
mission shall  submit  to  the  President  and  the  Congress  a 
comprehensive  report  on  its  study  and  investigation  un- 
der this  subsection  which  shall  include  its  recommenda- 
tions and  such  proposals  for  legislation  and  administra- 
tive action  as  may  be  necessary  to  carry  out  its 
recommendations. 

(e)  The  Commission  shall  conduct  a  comprehensive 
study  and  investigation  of  the  causes  of  drug  abuse  and 
their  relative  significance.  The  Commission  shall  submit 
to  the  President  and  the  Congress  such  interim  reports 
as  it  deems  advisable  and  shall  within  two  years  after 
the  date  on  which  funds  first  become  available  to  carry 
out  this  section  submit  to  the  President  and  the  Congress 
a  final  report  which  shall  contain  a  detailed  statement  of 
its  findings  and  conclusions  and  also  such  recommenda- 
tions for  legislation  and  administrative  actions  as  it  deems 
appropriate.  The  Commission  shall  cease  to  exist  sixty 
days  after  the  final  report  is  submitted  under  this 
subsection. 

(f)  Total  expenditures  of  the  Commission  shall  not 
exceed  $1,000,000. 

Part  G — Conforming,  Transitional  and  Effective 
Date,  and  General  Provisions 

REPEALS    AND    CONFORMING    AMENDMENTS 

Sec.  701.  (a)  Sections  201  (v),  301  (q),  and  511  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act  (21  U.S.C  321 
(v),  331  (q),  360(a)  are  repealed. 

(b)  Subsections  (a)  and  (b)  of  section  303  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act  (21  U.S.C.  333) 
are  amended  to  read  as  follows : 
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"Sec.  303.  (a)  Any  person  who  violates  a  provision 
of  section  301  shall  be  imprisoned  for  not  more  than  one 
year  or  fined  not  more  than  $1,000,  or  both. 

"(b)  Notwithstanding  the  provisions  of  subsection  (a) 
of  this  section,  if  any  person  commits  such  a  violation 
after  a  conviction  of  him  under  this  section  has  become 
final,  or  commits  such  a  violation  with  the  intent  to  de- 
fraud or  mislead,  such  person  shall  be  imprisoned  for  not 
more  than  three  years  or  fined  not  more  than  $10,000  or 
both." 

(c)  Section  304  (a)  (2)  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act  (21  U.S.C.  334(a)  (2))  is  amended  (1)  by 
striking  out  clauses  (A)  and  (D),  (2)  by  striking  out 
"of  such  depressant  or  stimulant  drug  or"  in  clause  (C), 
(3)  by  adding  "and"  after  the  comma  at  the  and  of  clause 
(C),  and  (4)  by  redesignating  clauses  (B),  (C),and  (E) 
as  clauses  (A),  (B),  and  (C),  respectively. 

(d)  Section  304(d)  (3)  (iii)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C.  334(d)  (3)  (iii))  is 
amended  by  striking  out  "depressant  or  stimulant  drugs 
or". 

(e)  Section  510  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act  (21  U.S.C.  360)  is  amended  (1)  in  subsec- 
tion (a)  by  striking  out  paragraph  (2),  by  inserting 
"and"  at  the  end  of  paragraph  (1),  and  by  redesignating 
paragraph  (3)  as  paragraph  (2)  ;  (2)  by  striking  out 
"or  in  the  wholesaling,  jobbing,  or  distributing  of  any 
depressant  or  stimulant  drug"  in  the  first  sentence  of  sub- 
section (b)  ;  (3)  by  striking  out  the  last  sentence  of  sub- 
section (b) ;  (4)  by  striking  out  "or  in  the  wholesaling, 
jobbing,  or  distributing  of  any  depressant  or  stimulant 
drug"  in  the  first  sentence  of  subsection  (c)  ;  (5)  by  strik- 
ing out  the  last  sentence  of  subsection  (c)  ;  (6)  by  strik- 
ing out  "  (1) "  in  subsection  (d)  and  by  inserting  a  period 
after  "drug  or  drugs"  in  that  subsection  and  deleting  the 
remainder  of  that  subsection;  and  (7)  by  striking  out 
"and  certain  wholesalers"  in  the  section  heading. 

(f )  Section  702  of  the  Federal  Food,  Drug,  and  Cos- 
metic Act  (21  U.S.C.  372)  is  amended  by  striking  out 
"to  depressant  or  stimulant  drugs  or"  in  subsection  (e). 

(g)  Section  201  (a)(2)  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act  (21  U.S.C.  321(a)  (2))  is  amended  by  in- 
serting a  period  after  "Canal  Zone"  the  first  time  these 
words  appear  and  deleting  all  thereafter  in  such  section 
201(a)(2). 

(h)  The  last  sentence  of  section  801(a)  of  the  Federal 
Food,  Drug,  and  Cosmetic  Act  (21  U.S.C.  381(a))  is 
amended  (1)  by  striking  out  "This  paragraph"  and  in- 
serting in  lieu  thereof  "Clause  (2)  of  the  third  sentence 
of  this  paragraph,",  and  (2)  by  striking  out  "section  2 
of  the  Act  of  May  26,  1922,  as  amended  (U.S.C.  1934, 
edition,  title  21,  sec.  173)"  and  inserting  in  lieu  thereof 
"the  Controlled  Substances  Import  and  Export  Act". 
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(i)  (1)  Section  1114  of  title  18,  United  States  Code,  is 
amended  by  striking  out  "the  Bureau  of  Narcotics"  and 
inserting  in  lieu  thereof  "the  Bureau  of  Narcotics  and 
Dangerous  Drugs". 

(2)  Section  1952  of  such  title  is  amended — 

(A)  by  inserting  in  subsection  (b)(1)  "or  con- 
trolled substances  (as  defined  in  section  102(6)  of 
the  Controlled  Substances  Act)"  immediately  fol- 
lowing "narcotics";  and 

(B)  by  striking  out  "or  narcotics"  in  subsection 

(c). 

(j)  Subsection  (a)  of  section  302  of  the  Public  Health 
Service  Act  (42  U.S.C.  242(a))  is  amended  to  read  as 
follows : 

"Sec.  302.  (a)  In  carrying  out  the  purposes  of  section 
301  with  respect  to  drugs  the  use  or  misuse  of  which 
might  result  in  drug  abuse  or  dependency,  the  studies  and 
investigations  authorized  therein  shall  include  the  use 
and  misuse  of  narcotic  drugs  and  other  drugs.  Such 
studies  and  investigations  shall  further  include  the  quan- 
tities of  crude  opium,  coca  leaves,  and  their  salts,  deriva- 
tives, and  preparations,  and  other  drugs  subject  to  con- 
trol under  the  Controlled  Substances  Act  and  Controlled 
Substances  Import  and  Export  Act,  together  with  re- 
serves thereof,  necessary  to  supply  the  normal  and  emer- 
gency medicinal  and  scientific  requirements  of  the  United 
States.  The  results  of  studies  and  investigations  of  the 
quantities  of  narcotic  drugs  or  other  drugs  subject  to 
control  under  such  Acts,  together  with  reserves  of  such 
drugs,  that  are  necessary  to  supply  the  normal  and  emer- 
gency medicinal  and  scientific  requirements  of  the  United 
States,  shall  be  reported  not  later  than  the  first  day  of 
April  of  each  year  to  the  Attorney  General,  to  be  used  at 
his  discretion  in  determining  manufacturing  quotas  or 
importation  requirements  under  such  Acts." 

PENDING  PROCEEDINGS 

Sec.  702.   (a)   Prosecutions  for  any  violation  of  law    ^1ot^,s,c-  S21 
occurring  prior  to  the  effective  date  of  section  701  shall 
not  be  affected  by  the  repeals  or  amendments  made  by 
such  section,  or  abated  by  reason  thereof. 

(b)  Civil  seizures  or  forfeitures  and  injunctive  pro- 
ceedings commenced  prior  to  the  effective  date  of  sec- 
tion 701  shall  not  be  affected  by  the  repeals  or  amend- 
ments made  by  such  section,  or  abated  by  reason  thereof. 

(c)  All  administrative  proceedings  pending  before  the 
Bureau  of  Narcotics  and  Dangerous  Drugs  on  the  date 
of  enactment  of  this  Act  shall  be  continued  and  brought 
to  final  determination  in  accord  with  laws  and  regula- 
tions in  effect  prior  to  such  date  of  enactment. 
Where  a  drug  is  finally  determined  under  such  proceed- 
ings to  be  a  depressant  or  stimulant  drug,  as  defined  in 
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section  201  (v)  of  the  Federal  Food,  Drug,  and  Cosmetic 
Act,  such  drug  shall  automatically  be  controlled  under 
this  title  by  the  Attorney  General  without  further  pro- 
ceedings and  listed  in  the  appropriate  schedule  after  he 
has  obtained  the  recommendation  of  the  Secretary.  Any 
drug  with  respect  to  which  such  a  final  determination  has 
been  made  prior  to  the  date  of  enactment  of  this  Act 
which  is  not  listed  in  section  202  within  schedules  I 
through  V  shall  automatically  be  controlled  under  this 
title  by  the  Attorney  General  without  further  proceed- 
ings, and  be  listed  in  the  appropriate  schedule,  after  he 
has  obtained  the  recommendations  of  the  Secretary. 

(d)  Notwithstanding  subsection  (a)  of  this  section  or 
section  1103,  section  4202  of  title  18,  United  States  Code, 
shall  apply  to  any  individual  convicted  under  any  of  the 
laws  repealed  by  this  title  or  title  III  without  regard  to 
the  terms  of  any  sentence  imposed  on  such  individual 
under  such  law. 

PROVISIONAL  REGISTRATION 

2i  u.s.c.  822  gEa  703.  ( a)  ( 1 )  Any  person  who— 

(A)  is  engaged  in  manufacturing,  distributing,  or 
dispensing  any  controlled  substance  on  the  day  be- 
fore the  effective  date  of  section  302,  and 

(B)  is  registered  on  such  day  under  section  510 
of  the  Federal  Food,  Drug,  and  Cosmetic  Act  or 
under  section  4722  of  the  Internal  Revenue  Code  of 
1954, 

shall,  with  respect  to  each  establishment  for  which  such 
registration  is  m  effect  under  any  such  section,  be  deemed 
to  have  a  provisional  registration  under  section  303  for 
the  manufacture,  distribution,  or  dispensing  (as  the  case 
maybe)  of  controlled  substances. 

(2)  During  the  period  his  provisional  registration 
is  in  effect  under  this  section,  the  registration  number 
assigned  such  person  under  such  section  510  or  under 
such  section  4722  (as  the  case  may  be)  shall  be  his  reg- 
istration number  for  purposes  of  section  303  of  this  title. 

(b)  The  provisions  of  section  304,  relating  to  sus- 
pension and  revocation  of  registration,  shall  apply  to  a 
provisional  registration  under  this  section. 

(c)  Unless  sooner  suspended  or  revoked  under  subsec- 
tion (b),  a  provisional  registration  of  a  person  under 
subsection  (a)  (1)  of  this  section  shall  be  in  effect  until — 

(1)  the  date  on  which  such  person  has  registered 
with  the  Attorney  General  under  section  303  or  has 
had  his  registration  denied  under  such  section,  or 

(2)  such  date  as  may  be  prescribed  by  the  Attorney 
General  for  registration  of  manufacturers,  distribu- 
tors, or  dispensers,  as  the  case  may  be, 

whichever  occurs  first. 
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EFFECTIVE  DATES  AND  OTHER  TRANSITIONAL  PROVISIONS 

Sec.  704.  (a)  Except  as  otherwise  provided  in  this  sec- 
tion, this  title  shall  become  effective  on  the  first  day  of 
the  seventh  calendar  month  that  begins  after  the  day  im- 
mediately preceding  the  date  of  enactment. 

(b)  Parts  A,  B,  E,  and  F  of  this  title,  section  702,  this 
section,  and  sections  705  through  709,  shall  become  effec- 
tive upon  enactment. 

(c)  Sections  305  (relating  to  labels  and  labeling),  and 
306  (relating  to  manufacturing  quotas)  shall  become 
effective  on  the  date  specified  in  subsection  (a)  of  this 
section,  except  that  the  Attorney  General  may  by  order 
published  in  the  Federal  Register  postpone  the  effective 
date  of  either  or  both  of  these  sections  for  such  period 
as  he  may  determine  to  be  necessary  for  the  efficient  ad- 
ministration of  this  title. 


21  U.S.C.  801 
note 


CONTINUATION  OF  REGULATIONS 

Sec.  705.  Any  orders,  rules,  and  regulations  which  have 
been  promulgated  under  any  law  affected  by  this  title 
and  which  are  in  effect  on  the  day  preceding  enactment  of 
this  title  shall  continue  in  effect  until  modified,  super- 
seded, or  repealed. 

SEVERABILITY 

Sec  706.  If  a  provision  of  this  Act  is  held  invalid,  all 
valid  provisions  that  are  severable  shall  remain  in  effect. 
If  a  provision  of  this  Act  is  held  invalid  in  one  or  more  of 
its  applications,  the  provision  shall  remain  in  effect  in  all 
its  valid  applications  that  are  severable. 


21  U.S.C.  801 
note 


21  U.S.C.  901 


SAVING   PROVISION 


Sec  707.  Nothing  in  this  Act,  except  this  part  and,  to 
the  extent  of  any  inconsistency,  sections  307  (e)  and  309  of 
this  title,  shall  be  construed  as  in  any  way  affecting,  modi- 
fying, repealing,  or  superseding  the  provisions  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act. 


21  U.S.C.  902 


APPLICATION  OF  STATE  LAW 

Sec  708.  Xo  provision  of  this  title  shall  be  construed  21  u.s.c.  903 
as  indicating  an  intent  on  the  part  of  the  Congress  to 
occupy  the  field  in  which  that  provision  operates,  in- 
cluding criminal  penalties,  to  the  exclusion  of  any  State 
law  on  the  same  subject  matter  which  would  otherwise 
be  within  the  authority  of  the  State,  unless  there  is  a 
positive  conflict  between  that  provision  of  this  title  and 
that  State  law  so  that  the  two  cannot  consistently  stand 
together. 
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AUTHORIZATIONS    OF   APPROPRIATIONS 

21  u.s.c.  90*  gEC.  709.  (a)  There  are  authorized  to  be  appropriated 

$105,000,000  for  the  fiscal  year  ending  June  30,  1975, 
$175,000,000  for  the  fiscal  year  ending  June  30,  1976, 
$200,000,000  for  the  fiscal  year  ending  September  30, 
X977,  $188,000,000  for  the  fiscal  year  ending  September 
30,  1978,  and  $215,000,000  for  the  fiscal  year  ending 
September  30,  1979,  for  the  expenses  of  the  Depart- 
ment of  Justice  in  carrying  out  its  functions  under 
this  title. 

(b)  No  funds  appropriated  under  any  other  provision 
of  this  Act  may  be  used  for  the  expenses  of  the  Depart- 
ment of  Justice  for  which  funds  are  authorized  to  be 
appropriated  by  subsection  (a)  of  this  section. 
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TITLE  III— IMPORTATION  AND  EXPORTA- 
TION; AMENDMENTS  AND  REPEALS  OF 
REVENUE  LAWS 


SHORT   TITLE 


21  U.S.C.  951 

note 


Sec.  1000.  This  title  may  be  cited  as  the  "Controlled 
Substances  Import  and  Export  Act". 

Part  A — Importation  and  Exportation 

DEFINITIONS 

«i  u.s.c.  951  SEC.  iooi.   (a)  For  purposes  of  this  part— 

(1)  The  term  "import"  means,  with  respect  to  any 
article,  any  bringing  in  or  introduction  of  such  ar- 
ticle into  any  area  (whether  or  not  such  bringing  in 
or  introduction  constitutes  an  importation  witnin 
the  meaning  of  the  tariff  laws  of  the  United  States). 

(2)  The  term  "customs  territory  of  the  United 
States"  has  the  meaning  assigned  to  such  term  by 
general  headnote  2  to  the  Tariff  Schedules  of  the 
United  States  (19  U.S.C.  1202). 

(b)  Each  term  defined  in  section  102  of  title  II  shall 
have  the  same  meaning  for  purposes  of  this  title  as  such 
term  has  for  purposes  of  title  II. 

IMPORTATION   OF   CONTROLLED    SUBSTANCES 

21  u.s.c.  952  gE0  1(X)2   (a)  It  shall  ^  uniawfui  to  import  into  the 

customs  territory  of  the  United  States  from  any  place 
outside  thereof  (but  within  the  United  States) ,  or  to  im- 
port into  the  United  States  from  any  place  outside 
thereof,  any  controlled  substance  in  schedule  I  or  II  of 
title  II,  or  any  narcotic  drug  in  schedule  III,  IV,  or  V 
of  title  II,  except  that — 

(1)  such  amounts  of  crude  opium  and  coca  leaves 
as  the  Attorney  General  finds  to  be  necessary  to  pro- 
vide for  medical,  scientific,  or  other  legitimate  pur- 
poses, and 

(2)  such  amounts  of  any  controlled  substance  in 
schedule  I  or  II  or  any  narcotic  drug  in  schedule 
III,  IV,  or  V  that  the  Attorney  General  finds  to  be 
necessary  to  provide  for  the  medical,  scientific,  or 
other  legitimate  needs  of  the  United  States — 

(A)  during  an  emergency  in  which  domestic 
supplies  of  such  substance  or  drug  are  found  by 
the  Attorney  General  to  be  inadequate,  or . 

(216) 
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(B)  in  any  case  in  which  the  Attorney  Gen- 
eral finds  that  competition  among  domestic 
manufacturers  of  the  controlled  substance  is  in- 
adequate and  will  not  be  rendered  adequate  by 
the  registration  of  additional  manufacturers 
under  section  303, 

may  be  so  imported  under  such  regulations  as  the  Attor- 
ney General  shall  prescribe.  No  crude  opium  may  be  so 
imported  for  the  purpose  of  manufacturing  heroin  or 
smoking  opium. 

(b)  It  shall  be  unlawful  to  import  into  the  customs 
territory  of  the  United  States  from  any  place  outside 
thereof  (but  within  the  United  States) ,  or  to  import  into 
the  United  States  from  any  place  outside  thereof,  any 
nonnarcotic  controlled  substance  in  schedule  III,  IV,  or 
V,  unless  such  nonnarcotic  controlled  substance — 

(1)  is  imported  for  medical,  scientific  or  other 
legitimate  uses,  and 

(2)  is  imported  pursuant  to  such  notification  or 
declaration  requirements  as  the  Attorney  General 
may  by  regulation  prescribe. 

(c)  In  addition  to  the  amount  of  coca  leaves  authorized 
to  be  imported  into  the  United  States  under  subsection 
(a),  the  Attorney  General  may  permit  the  importation 
of  additional  amounts  of  coca  leaves.  All  cocaine  and 
ecgonine  (and  all  salts,  derivatives,  and  preparations 
from  which  cocaine  or  ecgonine  may  be  synthesized  or 
made)  contained  in  such  additional  amounts  of  coca 
leaves  imported  under  this  subsection  shall  be  destroyed 
under  the  supervision  of  an  authorized  representative  of 
the  Attorney  General. 

EXPORTATION  OF  CONTROLLED  SUBSTANCES 

Sec.  1003.  (a)  It  shall  be  unlawful  to  export  from  the   21  u.s.c.  953 
United  States  any  narcotic  drug  in  schedule  I,  II,  III,  or 
IV  unless — 

(1)  it  is  exported  to  a  country  which  is  a  party 
to— 

(A)  the  International  Opium  Convention  of 
1912  for  the  Suppression  of  the  Abuses  of 
Opium,  Morphine,  Cocaine,  and  Derivative 
Drugs,  or  to  the  International  Opium  Conven- 
tion signed  at  Geneva  on  February  19,  1925 ;  or 

(B)  the  Convention  for  Limiting  the  Manu- 
facture and  Regulating  the  Distribution  of  Nar- 
cotic Drugs  concluded  at  Geneva,  July  13,  1931, 
as  amended  by  the  protocol  signed  at  Lake  Suc- 
cess on  December  11,  1946,  and  the  protocol 
bringing  under  international  control  drugs  out- 
side the  scope  of  the  convention  of  July  13, 1931, 
for  limiting  the  manufacture  and  regulating  the 
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distribution  of  narcotic  drugs  (as  amended  by 
the  protocol  signed  at  Lake  Success  on  Decem- 
ber 11,  1946),  signed  at  Paris,  November  19, 
1948;  or 

(C)  the  Single  Convention  on  Narcotic  Drugs, 
1961,  signed  at  New  York,  March  30,  1961; 

(2)  such  country  has  instituted  and  maintains,  in 
conformity  with  the  conventions  to  which  it  is  a 
party,  a  system  for  the  control  of  imports  of  narcotic 
drugs  which  the  Attorney  General  deems  adequate; 

(3)  the  narcotic  drug  is  consigned  to  a  holder  of 
such  permits  or  licenses  as  may  be  required  under  the 
laws  of  the  country  of  import,  and  a  permit  or  license 
to  import  such  drug  has  been  issued  by  the  country 
of  import; 

(4)  substantial  evidence  is  furnished  to  the  Attor- 
ney General  by  the  exporter  that  (A)  the  narcotic 
drug  is  to  be  applied  exclusively  to  medical  or  scien- 
tific uses  within  the  country  of  import,  and  (B) 
there  is  an  actual  need  for  the  narcotic  drug  for 
medical  or  scientific  uses  within  such  country;  and 

(5)  a  permit  to  export  the  narcotic  drug  in  each 
instance  has  been  issued  by  the  Attorney  General. 

(b)  Notwithstanding  subsection  (a) ,  the  Attorney  Gen- 
eral may  authorize  any  narcotic  drug  (including  crude 
opium  and  coca  leaves)  in  schedule  I,  II,  III,  or  IV  to 
be  exported  from  the  United  States  to  a  country  which 
is  a  party  to  any  of  the  international  instruments  men- 
tioned in  subsection  (a)  if  the  particular  drug  is  to  be 
applied  to  a  special  scientific  purpose  in  the  country 
of  destination  and  the  authorities  of  such  country  will 
permit  the  importation  of  the  particular  drug  for  such 
purpose. 

(c)  It  shall  be  unlawful  to  export  from  the  United 
States  any  nonnarcotic  controlled  substance  in  schedule 
I  or  II  unless — 

(1)  it  is  exported  to  a  country  which  has  in- 
stituted and  maintains  a  system  which  the  Attorney 
General  deems  adequate  for  the  control  of  imports 
of  such  substances ; 

(2)  the  controlled  substance  is  consigned  to  a 
holder  of  such  permits  or  licenses  as  may  be  required 
under  the  laws  of  the  country  of  import; 

(3)  substantial  evidence  is  furnished  to  the  At- 
torney General  that  (A)  the  controlled  substance 
is  to  be  applied  exclusively  to  medical,  scientific,  or 
other  legitimate  uses  within  the  country  to  which 
exported,  (B)  it  will  not  be  exported  from  such 
country,  and  (C)  there  is  an  actual  need  for  the 
controlled  substance  for  medical,  scientific,  or  other 
legitimate  uses  within  the  country;  and 
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(4)  a  permit  to  export  the  controlled  substance  in 
each  instance  has  been  issued  by  the  Attorney 
General. 

(d)  Notwithstanding  subsection  (c),  the  Attorney 
General  may  authorize  any  nonnarcotic  controlled  sub- 
stance in  schedule  I  or  II  to  be  exported  from  the  United 
States  if  the  particular  substance  is  to  be  applied  to  a 
special  scientific  purpose  in  the  country  of  destination 
and  the  authorities  of  such  country  will  permit  the  im- 
portation of  the  particular  drug  for  such  purpose. 

(e)  It  shall  be  unlawful  to  export  from  the  United 
States  to  any  other  country  any  nonnarcotic  controlled 
substance  in  schedule  III  or  IV  or  any  controlled  sub- 
stance in  schedule  V  unless — 

(1)  there  is  furnished  (before  export)  to  the  At- 
torney General  documentary  proof  that  importa- 
tion is  not  contrary  to  the  laws  or  regulations  of  the 
country  of  destination ; 

(2)  a  special  controlled  substance  invoice,  in 
triplicate,  accompanies  the  shipment  setting  forth 
such  information  as  the  Attorney  General  may  pre- 
scribe to  identify  the  parties  to  the  shipment  and  the 
means  of  shipping,  and 

(3)  two  additional  copies  of  the  invoice  are  for- 
warded to  the  Attorney  General  before  the  controlled 
substance  is  exported  from  the  United  States. 

TRANSSHIPMENT    AND    IN-TRANSIT    SHIPMENT    OF 
CONTROLLED   SUBSTANCES 

Sec.  1004.  Notwithstanding  sections  1002,  1003,  and    21  u.s.c.  954 
1007— 

(1)  A  controlled  substance  in  schedule  I  may — 

(A)  be  imported  into  the  United  States  for 
transshipment  to  another  country,  or 

(B)  be  transferred  or  transshipped  from  one 
vessel,  vehicle,  or  aircraft  to  another  vessel,  ve- 
hicle, or  aircraft  within  the  United  States  for 
immediate  exportation, 

if  and  only  if  it  is  so  imported,  transferred,  or  trans- 
shipped (i)  for  scientific,  medical,  or  other  legiti- 
mate purposes  in  the  country  of  destination,  and  (ii) 
with  the  prior  written  approval  of  the  Attorney 
General  (which  shall  be  granted  or  denied  within  21 
days  of  the  request) . 

(2)  A  controlled  substance  in  schedule  II,  III,  or 
IV  may  be  so  imported,  transferred,  or  transshipped 
if  and  only  if  advance  notice  is  given  to  the  Attorney 
General  in  accordance  with  regulations  of  the  At- 
torney General. 


22-456   O  -  78  -  15 
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POSSESSION     ON     BOARD     VESSELS,     ETC.,     ARRIVING     IN      OR 
DEPARTING    FROM   UNITED    STATES 

Sec.  1005.  It  shall  be  unlawful  for  any  person  to  bring 
or  possess  on  board  any  vessel  or  aircraft,  or  on  board 
any  vehicle  of  a  carrier,  arriving  in  or  departing  from  the 
United  States  or  the  customs  territory  of  the  United 
States,  a  controlled  substance  in  schedule  I  or  II  or  a 
narcotic  drug  in  schedule  III  or  IV,  unless  such  sub- 
stance or  drug  is  a  part  of  the  cargo  entered  in  the  mani- 
fest or  part  of  the  official  supplies  of  the  vessel,  aircraft, 
or  vehicle. 

EXEMPTION   AUTHORITY 

21  u.s.c.  956  Sec.  1006.  (a)  The  Attorney  General  may  by  regula- 

tion exempt  from  sections  1002  (a)  and  (b),  1003,  1004, 
and  1005  any  individual  who  has  a  controlled  substance 
(except  a  substance  in  schedule  I)  in  his  possession  for 
his  personal  medical  use,  or  for  administration  to  an 
animal  accompanying  him,  if  he  lawfully  obtained  such 
substance  and  he  makes  such  declaration  (or  gives  such 
other  notification)  as  the  Attorney  General  may  by 
regulation  require. 

(b)  The  Attorney  General  may  by  regulation  except 
any  compound,  mixture,  or  preparation  containing  any 
depressant  or  stimulant  substance  listed  in  paragraph 
(a)  or  (b)  of  schedule  III  or  in  schedule  IV  or  V  from 
the  application  of  all  or  any  part  of  this  title  if  (1)  the 
compound,  mixture,  or  preparation  contains  one  or  more 
active  medicinal  ingredients  not  having  a  depressant  or 
stimulant  effect  on  the  central  nervous  system,  and  (2) 
such  ingredients  are  included  therein  in  such  combina- 
tions, quantity,  proportion,  or  concentration  as  to  vitiate 
the  potential  for  abuse  of  the  substances  which  do  have 
a  depressant  or  stimulant  effect  on  the  central  nervous 
system. 

PERSONS  REQUIRED  TO  REGISTER 

21  U.S.C  957  Sec.  1007.  (a)  No  person  may— 

(1)  import  into  the  customs  territory  of  the 
United  States  from  any  place  outside  thereof  (but 
within  the  United  States) ,  or  import  into  the  United 
States  from  any  place  outside  thereof,  any  controlled 
substance,  or 

(2)  export  from  the  United  States  any  controlled 
substance  in  schedule  I,  II,  III,  or  IV, 

unless  there  is  in  effect  with  respect  to  such  person  a 
registration  issued  by  the  Attorney  General  under  sec- 
tion 1008,  or  unless  such  person  is  exempt  from  registra- 
tion under  subsection  (b) . 

(b)  (1)  The  following  persons  shall  not  be  required  to 
register  under  the  provisions  of  this  section  and  may 
lawfully  possess  a  controlled  substance : 

(A)  An  agent  or  an  employee  of  any  importer  or 
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exporter  registered  under  section  1008  if  such  agent 
or  employee  is  acting  in  the  usual  course  of  his  busi- 
ness or  employment. 

(B)  A  common  or  contract  carrier  or  warehouse- 
man, or  an  employee  thereof,  whose  possession  of 
any  controlled  substance  is  in  the  usual  course  of  hi9 
business  or  employment. 

(C)  An  ultimate  user  who  possesses  such  sub- 
stance for  a  purpose  specified  in  section  102(25)  and 
in  conformity  with  an  exemption  granted  under  sec- 
tion 1006(a). 

(2)  The  Attorney  General  may,  by  regulation,  waive 
the  requirement  for  registration  of  certain  importers 
and  exporters  if  he  finds  it  consistent  with  the  public 
health  and  safety;  and  may  authorize  any  such  im- 
porter or  exporter  to  possess  controlled  substances  for 
purposes  of  importation  and  exportation. 

REGISTRATION   REQUIREMENTS 

Sec.  1008.  (a)  The  Attorney  General  shall  register  an 
applicant  to  import  or  export  a  controlled  substance  in 
schedule  I  or  II  if  he  determines  that  such  registration 
is  consistent  with  the  public  interest  and  with  United 
States  obligations  under  international  treaties,  conven- 
tions, or  protocols  in  effect  on  the  effective  date  of  this 
section.  In  determining  the  public  interest,  the  factors 
enumerated  in  paragraph  (1)  through  (6)  of  section 
303(a)  shall  be  considered. 

(b)  [Registration  granted  under  subsection  (a)  of  this 
section  shall  not  entitle  a  registrant  to  import  or  export 
controlled  substances  in  schedule  I  or  II  other  than  those 
specified  in  the  registration. 

(c)  The  Attorney  General  shall  register  an  applicant 
to  import  a  controlled  substance  in  schedule  III,  IV,  or 
V  or  to  export  a  controlled  substance  in  schedule  III  or 
IV,  unless  he  determines  that  the  issuance  of  such  regis- 
tration is  inconsistent  with  the  public  interest.  In  deter- 
mining the  public  interest,  the  factors  enumerated  in 
paragraphs  (1)  through  (6)  of  section  303(d)  shall  be 
considered. 

(d)  No  registration  shall  be  issued  under  this  part  for 
a  period  in  excess  of  one  year.  Unless  the  regulations  of 
the  Attorney  General  otherwise  provide,  section  302(f), 
304,  305,  and  307  shall  apply  to  persons  registered  under 
this  section  to  the  same  extent  such  sections  apply  to 
persons  registered  under  section  303. 

(e)  The  Attorney  General  is  authorized  to  promulgate 
rules  and  regulations  and  to  charge  reasonable  fees  relat- 
ing to  the  registration  of  importers  and  exporters  of 
controlled  substances  under  this  section. 

(f )  Persons  registered  by  the  Attorney  General  under 
this  section  to  import  or  export  controlled  substances  may 
import  or  export  (and,  for  the  purpose  of  so  importing 
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or  exporting,  may  possess)  such  substances  to  the  extent 
authorized  by  their  registration  and  in  conformity  with 
the  other  provisions  of  this  title  and  title  II. 

(g)  A  separate  registration  shall  be  required  at  each 
principal  place  of  business  where  the  applicant  imports 
or  exports  controlled  substances. 

(h)  Except  in  emergency  situations  as  described  in 
section  1002(a)(2)(A),  prior  to  issuing  a  registration 
under  this  section  to  a  bulk  manufacturer  of  a  controlled 
substance  in  schedule  I  or  II,  and  prior  to  issuing  a 
regulation  under  section  1002(a)  authorizing  the  impor- 
tation of  such  a  substance,  the  Attorney  General  shall 
give  manufacturers  holding  registration  for  the  bulk 
manufacture  of  the  substance  an  opportunity  for  a 
hearing. 

MANUFACTURE  OR  DISTRIBUTION  FOR  PURPOSES  OF  UNLAWFUL 
IMPORTATION 

21  u.s.c.  959  Sec.  1009.  It  shall  be  unlawful  for  any  person  to  man- 

ufacture or  distribute  a  controlled  substance  in  schedule 
I  or  II— 

(1)  intending  that  such  substance  be  unlawfully 
imported  into  the  United  States ;  or 

(2)  knowing  that  such  substance  will  be  unlaw- 
fully imported  into  the  United  States. 

This  section  is  intended  to  reach  acts  of  manufacture  or 
distribution  committed  outside  the  territorial  jurisdiction 
of  the  United  States.  Any  person  who  violates  this  sec- 
tion shall  be  tried  in  the  United  States  district  court  at 
the  point  of  entry  where  such  person  enters  the  United 
States,  or  in  the  United  States  District  Court  for  the 
District  of  Columbia. 


21  U.S.C.  960 


PROHIBITED  ACTS   A PENALTIES 

Sec.  1010.  (a)  Any  person  who — 

(1)  contrary  to  section  1002,  1003,  or  1007,  know- 
ingly or  intentionally  imports  or  exports  a  controlled 
substance, 

(2)  contrary  to  section  1005,  knowingly  or  inten- 
tionally brings  or  possesses  on  board  a  vessel,  air- 
craft, or  vehicle  a  controlled  substance,  or 

(3)  contrary  to  section  1009,  manufactures  or  dis- 
tributes a  controlled  substance, 

shall  be  punished  as  provided  in  subsection  (b). 

(b)  (1)  In  the  case  of  a  violation  under  subsection  (a) 
with  respect  to  a  narcotic  drug  in  schedule  I  or  II,  the 
person  committing  such  violation  shall  be  imprisoned  not 
more  than  fifteen  years,  or  fined  not  more  than  $25,000, 
or  both.  If  a  sentence  under  this  paragraph  provides  for 
imprisonment,  the  sentence  shall  include  a  special  parole 
term  of  not  less  than  three  years  in  addition  to  such  term 
of  imprisonment. 
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(2)  In  the  case  of  a  violation  under  subsection  (a) 
with  respect  to  a  controlled  substance  other  than  a  nar- 
cotic drug  in  schedule  I  or  II,  the  person  committing 
such  violation  shall  be  imprisoned  not  more  than  five 
years,  or  be  fined  not  more  than  $15,000,  or  both.  If  a 
sentence  under  this  paragraph  provides  for  imprison- 
ment, the  sentence  shall,  in  addition  to  such  term  of  im- 
prisonment, include  (A)  a  special  parole  term  of  not  less 
than  two  years  if  such  controlled  substance  is  in  schedule 
I,  II,  III,  or  (B)  a  special  parole  term  of  not  less  than 
one  year  if  such  controlled  substance  is  in  schedule  IV. 

(c)  A  special  parole  term  imposed  under  this  section  or 
section  1012  may  be  revoked  if  its  terms  and  conditions 
are  violated.  In  such  circumstances  the  original  term  of 
imprisonment  shall  be  increased  by  the  period  of  the 
special  parole  term  and  the  resulting  new  term  of  impris- 
onment shall  not  be  diminished  by  the  time  which  was 
spent  on  special  parole.  A  person  whose  special  parole 
term  has  been  revoked  may  be  required  to  serve  all  or 
part  of  the  remainder  of  the  new  term  of  imprisonment. 
The  special  term  provided  for  in  this  section  and  in  sec- 
tion 1012  is  in  addition  to,  and  not  in  lieu  of,  any  other 
parole  provided  for  by  law. 

PROHIBITED  ACTS  B — PENALTIES 

Sec.  1011.  Any  person  who  violates  section  1004  shall    21  u.s.c.  96i 
be  subject  to  the  following  penalties : 

(1)  Except  as  provided  in  paragraph  (2),  any 
such  person  shall,  with  respect  to  any  such  violation, 
be  subject  to  a  civil  penalty  of  not  more  than 
$25,000.  Sections  402  (c)  (1)  and  (c)  (3)  shall  apply 
to  any  civil  penalty  assessed  under  this  paragraph. 

(2)  If  such  a  violation  is  prosecuted  by  an  infor- 
mation or  indictment  which  alleges  that  the  viola- 
tion was  committed  knowingly  or  intentionally  and 
the  trier  of  fact  specifically  finds  that  the  violation 
was  so  committed,  such  person  shall  be  sentenced  to 
imprisonment  for  not  more  than  one  year  or  a  fine 
of  not  more  than  $25,000  or  both. 

SECOND  OR  SUBSEQUENT  OFFENSES 

Sec.  1012.  (a)  Any  person  convicted  of  any  offense  21  u.s.c.  962 
under  this  part  is,  if  the  offense  is  a  second  or  subsequent 
offense,  punishable  by  a  term  of  imprisonment  twice  that 
otherwise  authorized,  by  twice  the  fine  otherwise  author- 
ized, or  by  both.  If  the  conviction  is  for  an  offense  punish- 
able under  section  1010(b) ,  and  if  it  is  the  offender's  sec- 
ond or  subsequent  offense,  the  court  shall  impose,  in  addi- 
tion to  any  term  of  imprisonment  and  fine,  twice  the  spe- 
cial parole  term  otherwise  authorized. 

(b)  For  purposes  of  this  section,  a  person  shall  be 
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considered  convicted  of  a  second  or  subsequent  offense  if, 
prior  to  the  commission  of  such  offense,  one  or  more  prior 
convictions  of  him  for  a  felony  under  any  provision  of 
this  title  or  title  II  or  other  law  of  the  United  States 
relating  to  narcotic  drugs,  marihuana,  or  depressant  or 
stimulant  drugs,  have  become  final. 

(c)   Section  411  shall  apply  with  respect  to  any  pro- 
ceeding to  sentence  a  person  under  this  section. 

ATTEMPT  AND  CONSPIRACY 

21  u.s.c.  963  Sec.  1013.  Any  person  who  attempts  or  conspires  to 

commit  any  offense  defined  in  this  title  is  punishable  by 
imprisonment  or  fine  or  both  which  may  not  exceed  the 
maximum  punishment  prescribed  for  the  offense,  the  com- 
mission of  which  was  the  object  of  the  attempt  or  con- 
spiracy. 

ADDITIONAL   PENALTIES 

21  u.s.c.  964  Sec  1014.  Any  penalty  imposed  for  violation  of  this 

title  shall  be  in  addition  to,  and  not  in  lieu  of,  any  civil 
or  administrative  penalty  or  sanction  authorized  by  law. 

APPLICABILITY  OF  PART  E  OF  TITLE  II 

21  u.s.c.  965  Sec.  1015.  Part  E  of  title  II  shall  apply  with  respect  to 

functions  of  the  Attorney  General  (and  of  officers  and 
employees  of  the  Bureau  of  Narcotics  and  Dangerous 
Drugs)  under  this  title,  to  administrative  and  judicial 
proceedings  under  this  title,  and  to  violations  of  this 
title,  to  the  same  extent  that  such  part  applies  to  func- 
tions of  the  Attorney  General  (and  such  officers  and 
employees)  under  title  II,  to  such  proceedings  under  title 
II,  and  to  violations  of  title  II.  For  purposes  of  the  appli- 
cation of  this  section  to  section  510,  any  reference  in  such 
section  510  to  "this  title"  shall  be  deemed  to  be  a  reference 
to  title  III,  any  reference  to  section  303  shall  be  deemed 
to  be  a  reference  to  section  1008,  and  any  reference  to 
section  302(d)  shall  be  deemed  to  be  a  reference  to  section 
1007(b)(2). 

AUTHORITY  OF  SECRETARY  OF  TREASURY 

21  u.s.c.  966  Sec.  1016.  Nothing  in  this  Act  shall  derogate  from  the 

authority  of  the  Secretary  of  the  Treasury  under  the 
customs  and  related  laws. 

Part  B — Amendments  and  Repeals,  Transitional 
and  Effective  Date  Provisions 

repeals 

Sec.  1101.  (a)  The  following  provisions  of  law  are 
repealed : 
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(1)  The  Act  of  February  23,  1887  (21  U.S.C.  191- 
193). 

(2)  The  Narcotic  Drugs  Import  and  Export  Act  (21 
U.S.C.  171, 173, 174-184, 185). 

(3)  The  Act  of  March  28, 1928  (31  U.S.C.  529a). 

(4)  Sections  2(b),  6,  7,  and  8  of  the  Act  of  June  14, 
1930  (21  U.S.C.  162(b),  173a,  197, 198). 

(5)  The  Act  of  July  3, 1930  (21  U.S.C.  199). 

(6)  Section  6  of  the  Act  of  March  28, 1928  (31  U.S.C. 
529g). 

(7)  The  Opium  Poppy  Control  Act  of  1942  (21  U.S.C. 
188-188n). 

(8)  Section  15  of  the  Act  of  August  1, 1956  (48  U.S.C. 
1421m). 

(9)  The  Act  of  July  11,  1941  (21  U.S.C.  184a). 

(10)  The  Narcotics  Manufacturing  Act  of  1960  (21 
U.S.C.  501-517). 

(b)  (1)  (A)  Chapter  68  of  title  18  of  the  United 
States  Code  (relating  to  narcotics)  is  repealed. 

(B)  The  item  relating  to  such  chapter  68  in  the  anal- 
ysis of  part  I  of  such  title  18  is  repealed. 

(2)  (A)  Section  3616  of  title  18  of  the  United  States 
Code  (relating  to  use  of  confiscated  motor  vehicles)  is 
repealed. 

(B)  The  item  relating  to  such  section  3616  in  the  anal- 
ysis of  chapter  229  of  such  title  18  is  repealed. 

(3)  (A)  Subchapter  A  of  chapter  39  of  the  Internal 
Revenue  Code  of  1954  (relating  to  narcotic  drugs  and 
marihuana)  is  repealed. 

(B)  The  table  of  subchapters  of  such  chapter  39  is 
amended  by  striking  out 

"Subchapter  A.  Narcotic  drugs  and  marihuana." 

(4)  (A)  Sections  7237  (relating  to  violation  of  laws 
relating  to  narcotic  drugs  and  to  marihuana)  and  7238 
(relating  to  violation  of  laws  relating  to  opium  for  smok- 
ing) of  the  Internal  Revenue  Code  of  1954  are  repealed. 

(B)  The  table  of  sections  of  part  II  of  subchapter  A 
of  chapter  75  of  the  Internal  Revenue  Code  of  1954  is 
amended  by  striking  out  the  items  relating  to  such  sec- 
tions 7237  and  7238. 

(5)  (A)  Section  7491  of  the  Internal  Revenue  Code 
of  1954  (relating  to  burden  of  proof  of  exemptions  in 
case  of  marihuana  offenses)  is  repealed. 

(B)  The  table  of  sections  for  subchapter  E  of  chapter 
76  of  the  Internal  Revenue  Code  of  1954  is  amended  by 
striking  out  the  item  relating  to  such  section  7491. 

CONFORMING    AMENDMENTS 

Sec.  1102.  (a)  Section  4901(a)  of  the  Internal  Reve-   JJ^f;0- 
nue  Code  of  1954  is  amended  by  striking  out  the  comma 
immediately  before  "4461"  and  inserting  in  lieu  thereof 
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"or",  and  by  striking  out  ",  4721  (narcotic  drugs),  or 
4751  (marihuana)". 

(b)  Section  4905(b)  (1)  of  the  Internal  Revenue  Code 
of  1954  (relating  to  registration)  is  amended  by  striking 
out  ",  narcotics,  marihuana,"  and  ",  4722,  4753,". 

(c)  Section  6808  of  the  Internal  Revenue  Code  of  1954 
(relating  to  special  provisions  relating  to  stamps)  is 
amended  by  striking  out  paragraph  (8). 

(d)  Section  7012  of  the  Internal  Revenue  Code  of  1954 
(relating  to  cross  references)  is  amended  by  striking  out 
subsections  (a)  and  (b). 

(e)  Section  71X)3(d)  (3)  of  the  Internal  Revenue  Code 
of  1954  (relating  to  bonds  required  with  respect  to  cer- 
tain products)  is  amended  by  striking  out  subpara- 
graph (D). 

(f )  Section  7326  of  the  Internal  Revenue  Code  of  1954 
(relating  to  disposal  of  forfeited  or  abandoned  property 
in  special  cases)  is  amended  by  striking  out  subsec- 
tion (b). 

(g)  (1)  Section  7607  of  the  Internal  Revenue  Code  of 
1954  (relating  to  additional  authority  for  Bureau  of  Nar- 
cotics and  Bureau  of  Customs)  is  amended — 

(A)  by  striking  out  "The  Commissioner,  Deputy 
Commissioner,  Assistant  to  the  Commissioner,  and 
agents  of  the  Bureau  of  Narcotics  of  the  Depart- 
ment of  the  Treasury,  and  officers"  and  inserting  in 
lieu  thereof  "Officers" ; 

(B)  by  striking  out  in  paragraph  (2)  "narcotic 
drugs  (as  defined  in  section  4731)  or  marihuana  (as 
defined  in  section  4761) "  and  inserting  in  lieu  thereof 
"narcotic  drugs  (as  defined  in  section  102(16)  of 
the  Controlled  Substances  Act)  or  marihuana  (as 
defined  in  section  102(15)  of  the  Controlled  Sub- 
stances Act) " ;  and 

(C)  by  striking  out  "bureau  of  narcotics  and" 
in  the  section  heading. 

(2)  The  item  relating  to  section  7607  in  the  table  of 
contents  of  subchapter  A  of  chapter  78  of  the  Internal 
Revenue  Code  of  1954  is  amended  by  striking  out  "bu- 
reau of  narcotics  and". 

(h)  Section  7609(a)  of  the  Internal  Revenue  Code 
of  1954  (relating  to  cross  references)  is  amended  by 
striking  out  paragraphs  (3)  and  (4). 

(i)  Section  7641  of  the  Internal  Revenue  Code  of  1954 
(relating  to  supervision  of  operations  of  certain  manu- 
facturers) is  amended  by  striking  out  "opium  suitable 
for  smoking  purposes,". 

(j)  Section  7651  of  the  Internal  Revenue  Code  of 
1954  (relating  to  administration  and  collection  of  taxes 
in  possessions)  is  amended  by  striking  out  "and  in  sec- 
tions 4705(b),  4735,  and  4762  (relating  to  taxes  on  nar- 
cotic drugs  and  marihuana) ". 
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(k)  Section  7655(a)  of  the  Internal  Revenue  Code  of 
1954  (relating  to  cross  references)  is  amended  by  strik- 
ing out  paragraphs  (3)  and  (4). 

(1)  Section  2901(a)  of  title  28  of  the  United  States 
Code  is  amended  by  striking  out  "as  denned  by  section 
4731  of  the  Internal  Revenue  Code  of  1954,  as  amended," 
and  inserting  in  lieu  thereof  "as  denned  by  section  102 
(16)  of  the  Controlled  Substances  Act". 

(m)  The  last  sentence  of  the  second  paragraph  of 
section  584  of  the  Act  of  June  17, 1930  (19  U.S.C.  1584), 
is  amended  to  read  as  follows:  "As  used  in  this  para- 
graph, the  terms  'opiate'  and  'marihuana'  shall  have  the 
same  meaning  given  those  terms  by  sections  102(17)  and 
102(15) ,  respectively,  of  the  Controlled  Substances  Act." 

(n)  (1)  The  first  section  of  the  Act  of  August  7, 1939 
(31  U.S.C.  529a),  is  repealed. 

(2)  Section  3  of  such  Act  (31  U.S.C.  529d)  is  amend- 
ed by  striking  out  "or  the  Commissioner  ot  Narcotics, 
as  the  case  may  be,". 

(3)  Section  4  of  such  Act  (31  U.S.C.  529e)  is  amended 
by  striking  out  "or  narcotics"  each  place  it  appears. 

(4)  Section  5  of  such  Act  (31  U.S.C.  529f )  is  amended 
by  striking  out  "or  narcotics"  in  the  first  sentence. 

(o)  Section  308(c)  (2)  of  the  Act  of  August  27,  1935 
(40  U.S.C.  304m)  is  amended  by  striking  out  "Nar- 
cotic Drug  Import  and  Export  Act"  and  inserting  in  lieu 
thereof  "Controlled  Substances  Act". 

(p)  Paragraph  (a)  of  section  301  of  the  Narcotic  Ad- 
dict Rehabilitation  Act  of  1966  (42  U.S.C.  3411)  is 
amended  by  striking  out  "as  denned  in  section  4731  of 
the  Internal  Revenue  Code  of  1954,  as  amended,"  and 
inserting  in  lieu  thereof  "as  defined  in  section  102(16) 
of  the  Controlled  Substances  Act." 

(q)  Paragraph  (a)  of  the  first  section  of  the  Act  of 
July  15,  1954  (46  U.S.C.  239a)  is  amended  to  read  as 
follows : 

"(a)  The  term  'narcotic  drug'  shall  have  the  meaning 
given  that  term  by  section  102(16)  of  the  Controlled 
Substances  Act  and  shall  also  include  marihuana  as 
defined  by  section  102(15)  of  such  Act." 

(r)  Paragraph  (d)  of  section  7  of  the  Act  of  August  9, 
1939  (49  U.S.C.  787)  is  amended  to  read  as  follows: 

"(d)  The  term  'narcotic  drug'  shall  have  the  meaning 
given  that  term  by  section  102  (16)  of  the  Controlled  Sub- 
stances Act  and  shall  also  include  marihuana  as  defined 
by  section  102  (15)  of  such  Act ;" 

(s)  Paragraph  (a)  of  section  4251  of  title  18,  United 
States  Code,  is  amended  by  striking  out  "as  denned  in 
section  4731  of  the  Internal  Revenue  Code  of  1954,  as 
amended,"  and  inserting  in  lieu  thereof  "as  defined  in 
section  102(16)  of  the  Controlled  Substances  Act". 

(t)  The  first  section  of  the  Act  of  August  11, 1955  (21 
U.S.C.  198a),  is  amended  to  read  as  follows:  "That  for 
the  purpose  of  any  investigation  which,  in  the  opinion  of 
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the  Secretary  of  the  Treasury,  is  necessary  and  proper  to 
the  enforcement  of  section  545  of  title  18  of  the  United 
States  Code  (relating  to  smuggling  goods  into  the  United 
States)  with  respect  to  any  controlled  substance  (as  de- 
fined in  section  102  of  the  Controlled  Substances  Act), 
the  Secretary  of  the  Treasury  may  administer  oaths  and 
affirmations,  subpena  witnesses,  compel  their  attendance, 
take  evidence,  and  require  the  production  of  records  (in- 
cluding books,  papers,  documents,  and  tangible  things 
which  constitute  or  contain  evidence)  relevant  or  mate- 
rial to  the  investigation.  The  attendance  of  witnesses  and 
the  production- of  records  may  be  required  from  any 
place  within  the  customs  territory  of  the  United  States, 
except  that  a  witness  shall  not  be  required  to  appear  at 
any  hearing  distant  more  than  100  miles  from  the  place 
where  he  was  served  with  subpena.  Witnesses  summoned 
by  the  Secretary  shall  be  paid  the  same  fees  and  mileage 
that  arc  paid  witnesses  in  the  courts  of  the  United  States. 
Oaths  and  affirmations  may  be  made  at  any  place  subject 
to  the  jurisdiction  of  the  United  States." 

PENDING   PROCEEDINGS 

21  u.s.c.  171  Sec.  1103.  (a)  Prosecutions  for  any  violation  of  law 

occurring  prior  to  the  effective  date  of  section  1101  shall 
not  be  affected  by  the  repeals  or  amendments  made  by 
such  section  or  section  1102,  or  abated  by  reason  thereof, 
(b)  Civil  seizures  or  forfeitures  and  injunctive  pro- 
ceedings commenced  prior  to  the  effective  date  of  section 
1101  shall  not  be  affected  by  the  repeals  or  amendments 
made  by  such  section  or  section  1102,  or  abated  by  reason 
thereof. 

PROVISIONAL   REGISTRATION 

21  u.s.c.  957  Sec.  1104.  (a)  (1)  Any  person — 

(A)  who  is  engaged  in  importing  or  exporting  any 
controlled  substance  on  the  day  before  the  effective 
date  of  section  1007, 

(B)  who  notifies  the  Attorney  General  that  he  is 
so  engaged,  and 

(C)  who  is  registered  on  such  day  under  section 
510  of  the  Federal  Food,  Drug,  and  Cosmetic  Act  or 
under  section  4722  of  the  Internal  Revenue  Code  of 
1954, 

shall,  with  respect  to  each  establishment  for  which  such 
registration  is  in  effect  under  any  such  section,  be  deemed 
to  nave  a  provisional  registration  under  section  1008  for 
the  import  or  export  (as  the  case  may  be)  of  controlled 
substances. 

(2)  During  the  period  his  provisional  registration  is  in 
effect  under  this  section,  the  registration  number  assigned 
such  person  under  such  section  510  or  under  such  section 


229 

4722  (as  the  case  may  be)  shall  be  his  registration  num- 
ber for  purposes  of  part  A  of  this  title. 

(b)  The  provisions  of  section  304,  relating  to  suspen- 
sion and  revocation  of  registration,  shall  apply  to  a  pro- 
visional registration  under  this  section. 

(c)  Unless  sooner  suspended  or  revoked  under  subsec- 
tion (b),  a  provisional  registration  of  a  person  under 
subsection  (a)  (1)  of  this  section  shall  be  in  effect  until — 

(1)  the  date  on  which  such  person  has  registered 
with  the  Attorney  General  under  section  1008  or  has 
had  his  registration  denied  under  such  section,  or 

(2)  such  date  as  may  be  prescribed  by  the  Attorney 
General  for  registration  of  importers  or  exporters,  as 
the  case  may  be, 

whichever  occurs  first. 

EFFECTIVE  DATES  AND  OTHER  TRANSITIONAL  PROVISIONS 

Sec.  1105.  (a)  Except  as  otherwise  provided  in  this 
section,  this  title  shall  become  effective  on  the  first  day  of 
the  seventh  calendar  month  that  begins  after  the  day 
immediately  preceding  the  date  of  enactment. 

(b)  Sections  1000,  1001,  1006,  1015,  1016,  1103,  1104, 
and  this  section  shall  become  effective  upon  enactment. 

(c)  (1)  If  the  Attorney  General,  pursuant  to  the  au- 
thority of  section  704(c)  of  title  II,  postpones  the  effec- 
tive date  of  section  306  (relating  to  manufacturing 
quotas)  for  any  period  beyond  the  date  specified  in  sec- 
tion 704(a)  and  such  postponement  applies  to  narcotic 
drugs,  the  repeal  of  the  Narcotics  Manufacturing  Act  of 
1960  by  paragraph  (10)  of  section  1101(a)  of  this  title 
is  hereby  postponed  for  the  same  period,  except  that  the 
postponement  made  by  this  paragraph  shall  not  apply  to 
the  repeal  of  sections  4, 5, 13, 15,  and  16  of  that  Act. 

(2)  Effective  for  any  period  of  postponement,  by  para- 
graph (1)  of  this  subsection,  of  the  repeal  of  provisions 
of  the  Narcotics  Manufacturing  Act  of  1960,  that  Act 
shall  be  applied  subject  to  the  following  modifications: 

(A)  The  term  "narcotic  drug"  shall  mean  a  nar- 
cotic drug  as  defined  in  section  102(16)  of  title  II, 
and  all  references,  in  the  Narcotics  Manufacturing 
Act  of  1960,  to  a  narcotic  drug  as  defined  by  section 
4731  of  the  Internal  Revenue  Code  of  1954  are 
amended  to  refer  to  a  narcotic  drug  as  defined  by 
such  section  102  ( 16) . 

(B)  On  and  after  the  date  prescribed  by  the  At- 
torney General  pursuant  to  clause  (2)  of  section  703 
(c)  of  title  II,  the  requirements  of  a  manufacturer's 
license  with  respect  to  a  basic  class  of  narcotic  drug 
under  the  Narcotics  Manufacturing  Act  of  1960,  and 
of  a  registration  under  section  4722  of  the  Internal 
Revenue  Code  of  1954  as  a  prerequisite  to  issuance 
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of  such  a  license,  shall  be  superseded  by  a  require- 
ment of  actual  registration  (as  distinguished  from 
provisional  registration)  as  a  manufacturer  of  that 
class  of  drug  under  section  303(a)  of  title  II. 

(C)  On  and  after  the  effective  date  of  the  repeal 
of  such  section  4722  by  section  1101(b)  (3)  of  this 
title,  but  prior  to  the  date  specified  in  subparagraph 
(B)  of  this  paragraph,  the  requirement  of  registra- 
tion under  such  section  4722  as  a  prerequisite  of  a 
manufacturer's  license  under  the  Narcotics  Manu- 
facturing Act  of  1960  shall  be  superseded  by  a 
requirement  of  either   (i)   actual  registration  as  a 
manufacturer  under  section  303  of  title  II  or  (ii) 
provisional  registration  (by  virtue  of  a  preexisting 
registration  under  such  section  4722)  under  section 
703  of  title  II. 
(d)  Any  orders,  rules,  and  regulations  which  have  been 
promulgated  under  any  law  affected  by  this  title  and 
which  are  in  effect  on  the  day  preceding  enactment  of 
this  title  shall  continue  in  effect  until  modified,  super- 
seded, or  repealed. 
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NARCOTIC  ADDICT  REHABILITATION  ACT 
OF  1966 

[Public  Law  89-793,  Approved  November  8,  1966] 

AN  ACT  To  amend  title  18  of  the  United  States  Code  to  enable 
the  courts  to  deal  more  effectively  with  the  problem  of  narcotic 
addiction,  and  for  other  purposes. 

Be  it  enacted  by  the  Senate  and  House  of  Representa- 
tives of  the  United  States  of  America  in  Congress  as- 
sembled, That  titles  I,  II,  III,  and  IV  of  this  Act  may  be   ££  ■S'C* 3401 
cited  as  the  "Narcotic  Addict  Rehabilitation  Act  of 
1966". 

DECLARATION   OF  POLICY 

Sec.  2.  It  is  the  policy  of  the  Congress  that  certain 
persons  charged  with  or  convicted  of  violating  Federal 
criminal  laws,  who  are  determined  to  be  addicted  to 
narcotic  drugs,  and  likely  to  be  rehabilitated  through 
treatment,  should,  in  lieu  of  prosecution  or  sentencing, 
be  civilly  committed  for  confinement  and  treatment 
designed  to  effect  their  restoration  to  health,  and  return 
to  society  as  useful  members. 

It  is  the  further  policy  of  the  Congress  that  certain 
persons  addicted  to  narcotic  drugs  who  are  not  charged 
with  the  commission  of  any  offense  should  be  afforded 
the  opportunity,  through  civil  commitment,  for  treat- 
ment, in  order  that  they  may  be  rehabilitated  and  re- 
turned to  society  as  useful  members  and  in  order  that 
society  may  be  protected  more  effectively  from  crime 
and  delinquency  which  result  from  narcotic  addiction. 
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TITLE   I— CIVIL  COMMITMENT  IN  LIEU  OF 
PROSECUTION 1 

Sec.  101.  Title  28  of  the  United  States  Code  is  amended 
by  adding  after  chapter  173  thereof  the  following  new 
chapter : 

Chapter  175.  Civil  Commitment  and  Rehabilitation  of 
Narcotic  Addicts 

2901.  Definitions. 

2902.  Discretionary  authority  of  court ;  examination,  report,  and 

determination  by  court ;  termination  of  civil  commitment. 

2903.  Authority   and   responsibilities   of   the    Surgeon   General; 

institutional  custody  ;  aftercare  ;  maximum  period  of  civil 
commitment ;  credit  toward  sentence. 

2904.  Civil  commitment  not  a  conviction ;  use  of  test  results. 

2905.  Delegation  of  functions  by  Surgeon  General ;  use  of  Federal, 

State,  and  private  facilities. 

2906.  Absence  of  offer  by  the  court  to  a  defendant  of  an  election 

under  section  2902(a)   or  any  determination  as  to  civil 
commitment,  not  reviewable  on  appeal  or  otherwise. 

§2901.  Definitions 

As  used  in  this  chapter — 

(a)  "Addict"  means  an}-  individual  who  habitually 
uses  any  narcotic  drug  as  denned  by  section  4731  of  the 
Internal  Revenue  Code  of  1954,  as  amended,  so  as  to 
endanger  the  public  morals,  health,  safety,  or  welfare,  or 
who  is  so  far  addicted  to  the  use  of  such  narcotic  drugs 
as  to  have  lost  the  power  of  self-control  with  reference  to 
his  addiction. 

(b)  "Surgeon  General"  means  the  Surgeon  General  of 
the  Public  Health  Service. 

(c)  "Crime  of  violence"  includes  voluntary  man- 
slaughter, murder,  rape,  mayhem,  kidnaping,  robbery, 
burglary  or  housebreaking  in  the  nighttime,  extortion 
accompanied  by  threats  of  violence,  assault  with  a 
dangerous  weapon  or  assault  with  intent  to  commit  any 
offense  punishable  by  imprisonment  for  more  than  one 
year,  arson  punishable  as  a  felony,  or  an  attempt  or 
conspiracy  to  commit  any  of  the  foregoing  offenses. 

(d)  "Treatment"  includes  confinement  and  treatment 
in  an  institution  and  under  supervised  aftercare  in  the 
community  and  includes,  but  is  not  limited  to,  medical, 
educational,  social,  psychological,  and  vocational  serv- 
ices, corrective  and  preventive  guidance  and  training, 


1  Title  I  of  this  Act  took  effect  February  8,  1967,  and  applies  to 
any  case  pending  in  a  district  court  of  the  United  States  in  which 
an   appearance   had   not   been   made   prior   to   such    effective   date. 
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and  other  rehabilitative  services  designed  to  protect 
the  public  and  benefit  the  addict  by  correcting  his  anti- 
social tendencies  and  ending  his  dependence  on  addicting 
drugs  and  his  susceptibility  to  addiction. 

(e)  "Felony"  includes  any  offense  in  violation  of  a 
law  of  the  United  States  classified  as  a  felony  under 
section  1  of  title  18  of  the  United  States  Code,  and  further 
includes  any  offense  in  violation  of  a  law  of  any  State, 
any  possession  or  territory  of  the  United  States,  the 
District  of  Columbia,  the  Canal  Zone,  or  the  Com- 
monwealth of  Puerto  Rico,  which  at  the  time  of  the 
offense  was  classified  as  a  felony  by  the  law  of  the  place 
where  that  offense  was  committed. 

(f)  "Conviction"  and  "convicted"  mean  the  final 
judgment  on  a  verdict  or  finding  of  guilty,  a  plea  of 
guilty,  or  a  plea  of  nolo  contendere,  but  do  not  include  a 
final  judgment  which  has  been  expunged  by  pardon, 
reversed,  set  aside  or  otherwise  rendered  nugatory. 

(g)  "Eligible  individual"  means  any  individual  who  is 
charged  with  an  offense  against  the  United  States,  but 
does  not  include — 

( 1 )  an  individual  charged  with  a  crime  of  violence. 

(2)  an  individual  charged  with  unlawfully  im- 
porting, selling,  or  conspiring  to  import  or  sell,  a 
narcotic  drug. 

(3)  an  individual  against  whom  there  is  pending 
a  prior  charge  of  a  felony  which  has  not  been  finally 
determined  or  who  is  on  probation  or  whose  sen- 
tence following  conviction  on  such  a  charge,  includ- 
ing any  time  on  parole  or  mandatory  release,  has  not 
been  fully  served :  Provided,  That  an  individual  on 
probation,  parole,  or  mandatory  release  shall  be  in- 
cluded if  the  authority  authorized  to  require  his  re- 
turn to  custody  consents  to  his  commitment. 

(4)  an  individual  who  has  been  convicted  of  a 
felony  on  two  or  more  occasions. 

(5)  an  individual  who  has  been  civilly  committed 
under  this  Act,  under  the  District  of  Columbia  Code, 
or  any  State  proceeding  because  of  narcotic  addic- 
tion on  three  or  more  occasions. 

§2902.  Discretionary  authority  of  court;  examina- 
tion, report,  and  determination  by  court; 
termination  of  civil  commitment 

(a)  If  the  United  States  district  court  believes  that  an 
eligible  individual  is  an  addict,  the  court  may  advise  him 
at  his  first  appearance  or  thereafter  at  the  sole  discre- 
tion of  the  court  that  the  prosecution  of  the  criminal 
charge  will  be  held  in  abeyance  if  he  elects  to  submit  to 
an  immediate  examination  to  determine  whether  he  is  an 
addict  and  is  likely  to  be  rehabilitated  through  treatment. 
In  offering  an  individual  an  election,  the  court  shall  ad- 
vise him  that  if  he  elects  to  be  examined,  he  will  be'con- 
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fined  during  the  examination  for  a  period  not  to  exceed 
sixty  days;  that  if  he  is  determined  to  be  an  addict  who 
is  likely  to  be  rehabilitated,  he  will  be  civilly  committed 
to  the  Surgeon  General  for  treatment;  that  he  may  not 
voluntarily  withdraw  from  the  examination  or  any  treat- 
ment which  may  follow ;  that  the  treatment  may  last  for 
thirty-six  months ;  that  during  treatment,  he  will  be  con- 
fined in  an  institution  and,  at  the  discretion  of  the  Sur- 
geon General,  he  may  be  conditionally  released  for  super- 
vised aftercare  treatment  in  the  community ;  and  that  if 
he  successfully  completes  treatment  the  charge  will  be 
dismissed,  but  if  he  does  not,  prosecution  on  the  charge 
will  be  resumed.  An  individual  upon  being  advised  that 
he  may  elect  to  submit  to  an  examination  shall  be  per- 
mitted a  maximum  of  five  days  within  which  to  make  his 
election.  Except  on  a  showing  that  a  timely  election  could 
not  have  been  made,  an  individual  shall  be  barred  from 
an  election  after  the  prescribed  period.  An  individual 
who  elects  civil  commitment  shall  be  placed  in  the  cus- 
tody of  the  Attorney  General  or  the  Surgeon  General,  as 
the  court  directs,  for  an  examination  by  the  Surgeon  Gen- 
eral during  a  period  not  to  exceed  thirty  days.  This  period 
may,  upon  notice  to  the  court  and  the  appropriate 
United  States  attorney,  be  extended  by  the  Surgeon 
General  for  an  additional  thirty  days. 

(b)  The  Surgeon  General  shall  report  to  the  court  the 
results  of  the  examination  and  recommend  whether  the 
individual  should  be  civilly  committed.  A  copy  of  the 
report  shall  be  made  available  to  the  individual  and  the 
United  States  attorney.  If  the  court,  acting  on  the  report 
and  other  information  coming  to  its  attention,  deter- 
mines that  the  individual  is  not  an  addict  or  is  an  addict 
not  likely  to  be  rehabilitated  through  treatment,  the 
individual  shall  be  held  to  answer  the  abeyant  charge. 
If  the  court  determines  that  the  individual  is  an  addict 
and  is  likely  to  be  rehabilitated  through  treatment,  the 
court  shall  commit  him  to  the  custody  of  the  Surgeon 
General  for  treatment,  except  that  no  individual  shall 
be  committed  under  this  chapter  if  the  Surgeon  General 
certifies  that  adequate  facilities  or  personnel  for  treat- 
ment are  unavailable. 

(c)  Whenever  an  individual  is  committed  to  the  cus- 
tody of  the  Surgeon  General  for  treatment  under  this 
chapter  the  criminal  charge  against  him  shall  be  con- 
tinued without  final  disposition  and  shall  be  dismissed  if 
the  Surgeon  General  certifies  to  the  court  that  the  indi- 
vidual has  successfully  completed  the  treatment  program. 
On  receipt  of  such  certification,  the  court  shall  discharge 
the  individual  from  custody  and  dismiss  the  charge 
against  him.  If  prior  to  such  certification  the  Surgeon 
General  determines  that  the  individual  cannot  be  further 
treated  as  a  medical  problem,  he  shall  advise  the  court. 
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The  court  shall  thereupon  terminate  the  commitment, 
and  the  pending  criminal  proceeding  shall  be  resumed. 

(d)  An  individual  committed  for  examination  or  treat- 
ment shall  not  be  released  on  bail  or  on  his  own  recog- 
nizance. 

(e)  Whoever  escapes  or  attempts  to  escape  while  com- 
mitted to  institutional  custody  for  examination  or  treat- 
ment, or  whoever  rescues  or  attempts  to  rescue  or  insti- 
gates, aids,  or  assists  the  escape  or  attempt  to  escape  of 
such  a  person,  shall  be  subject  to  the  penalties  provided 
in  sections  751  and  752  of  title  18,  United  States  Code. 

§  2903.  Authority  and  responsibilities  of  the  Surgeon 
General;  institutional  custody;  aftercare; 
maximum  period  of  civil  commitment ;  credit 
toward  sentence 

(a)  An  individual  who  is  committed  to  the  custody  of 
the  Surgeon  General  for  treatment  under  this  chapter 
shall  not  be  conditionally  released  from  institutional 
custody  until  the  Surgeon  General  determines  that  he 
has  made  sufficient  progress  to  warrant  release  to  a  super- 
visory aftercare  authority.  If  the  Surgeon  General  is 
unable  to  make  such  a  determination  at  the  expiration 
of  twenty-four  months  after  the  commencement  of  in- 
stitutional custody,  he  shall  advise  the  court  and  the  ap- 
propriate United  States  attorney  whether  treatment 
should  be  continued.  The  court  may  affirm  the  commit- 
ment or  terminate  it  and  resume  the  pending  criminal 
proceeding. 

(b)  An  individual  who  is  conditionally  released  from 
institutional  custody  shall,  while  on  release,  remain  in 
the  legal  custody  of  the  Surgeon  General  and  shall  report 
for  such  supervised  aftercare  treatment  as  the  Surgeon 
General  directs.  He  shall  be  subject  to  home  visits  and 
to  such  physical  examination  and  reasonable  regulation 
of  his  conduct  as  the  supervisory  aftercare  authority 
establishes,  subject  to  the  approval  of  the  Surgeon  Gen- 
eral. The  Surgeon  General  may,  at  any  time,  order  a 
conditionally  released  individual  to  return  for  institu- 
tional treatment.  The  Surgeon  General's  order  shall  be  a 
sufficient  warrant  for  the  supervisory  aftercare  authority, 
a  probation  officer,  or  any  Federal  officer  authorized  to 
serve  criminal  process  within  the  United  States  to  appre- 
hend and  return  the  individual  to  institutional  custody 
as  directed.  If  it  is  determined  that  an  individual  has 
returned  to  the  use  of  narcotics,  the  Surgeon  General 
shall  inform  the  court  of  the  conditions  under  which  the 
return  occurred  and  make  a  recommendation  as  to  wheth- 
er treatment  should  be  continued.  The  court  may  affirm 
the  commitment  or  terminate  it  and  resume  the  pending 
criminal  proceeding. 

(c)  The  total  period  of  treatment  for  any  individual 
committed  to  the  custody  of  the  Surgeon  Greneral  shall 
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not  exceed  thirty-six  months.  If,  at  the  expiration  of  such 
maximum  period,  the  Surgeon  General  is  unable  to  certify 
that  the  individual  has  successfully  completed  his  treat- 
ment program  the  pending  criminal  proceeding  shall  be 
resumed. 

(d)  Whenever  a  pending  criminal  proceeding  against 
an  individual  is  resumed  under  this  chapter,  he  shall  re- 
ceive full  credit  toward  the  service  of  any  sentence  which 
may  be  imposed  for  any  time  spent  in  the  institutional 
custody  of  the  Surgeon  General  or  the  Attorney  General 
or  any  other  time-spent  in  institutional  custody  in  con- 
nection with  the  matter  for  which  sentence  is  imposed. 

§  2904.  Civil  commitment  not  a  conviction ;  use  of  test 
results 

The  determination  of  narcotic  addiction  and  the  sub- 
sequent civil  commitment  under  this  chapter  shall  not  be 
deemed  a  criminal  conviction.  The  results  of  any  tests  or 
procedures  conducted  by  the  Surgeon  General  or  the 
supervisory  aftercare  authority  to  determine  narcotic 
addiction  may  only  be  used  in  a  further  proceeding  under 
this  chapter.  They  shall  not  be  used  against  the  examined 
individual  in  any  criminal  proceeding  except  that  the  fact 
that  he  is  a  narcotic  addict  may  be  elicited  on  his  cross- 
examination  as  bearing  on  his  credibility  as  a  witness. 

§  2905.  Delegation  of  functions  by  Surgeon  General ; 
use  of  Federal,  State,  and  private  facilities 

(a)  The  Surgeon  General  may  from  time  to  time  make 
such  provision  as  he  deems  appropriate  authorizing  the 
performance  of  any  of  his  functions  under  this  chapter  by 
any  other  officer  or  employee  of  the  Public  Health  Service, 
or  with  the  consent  of  the  head  of  the  Department  or 
Agency  concerned,  by  any  Federal  or  other  public  or 
private  agency  or  officer  or  employee  thereof. 

(b)  The  Surgeon  General  is  authorized  to  enter  into 
arrangements  with  any  public  or  private  agency  or  any 
person  under  which  appropriate  facilities  or  services  of 
such  agency  or  person,  will  be  made  available,  on  a  reim- 
bursable basis  or  otherwise,  for  the  examination  or  treat- 
ment of  individuals  who  elect  civil  commitment  under 
this  chapter. 

§  2906.  Absence  of  offer  by  the  court  to  a  defendant 
of  an  election  under  section  2902(a)  or  any 
determination  as  to  civil  commitment,  not 
reviewable  on  appeal  or  otherwise 

The  failure  of  a  court  to  offer  a  defendant  an  election 
under  section  2902(a)  of  this  chapter,  or  a  determination 
relative  to  civil  commitment  under  this  chapter  shall  not 
be  reviewable  on  appeal  or  otherwise. 


TITLE  II— SENTENCING  TO  COMMITMENT 
FOE  TREATMENT 

Sec.  201.  Title  18  of  the  United  States  Code  is  amended 
by  adding  after  chapter  313  thereof  the  following  new 
chapter : 

CHAPTER  314— NARCOTIC  ADDICTS 

Sec. 

4251.  Definitions. 

4252.  Examination. 

4253.  Commitment. 

4254.  Conditional  release. 

4255.  Supervision  in  the  community. 

§4251.  Definitions 

As  used  in  this  chapter — 

(a)  "Addict"  means  any  individual  who  habitually 
uses  any  narcotic  drug  as  defined  by  section  4731  of  the 
Internal  Revenue  Code  of  1954,  as  amended,  so  as  to 
endanger  the  public  morals,  health,  safety,  or  welfare, 
or  who  is  or  has  been  so  far  addicted  to  the  use  of  such 
narcotic  drugs  as  to  have  lost  the  power  of  self-control 
with  reference  to  his  addiction. 

(b)  "Crime  of  violence"  includes  voluntary  man- 
slaughter, murder,  rape,  mayhem,  kidnaping,  robbery, 
burglary  or  housebreaking  in  the  nighttime,  extortion 
accompanied  by  threats  of  violence,  assault  with  a 
dangerous  weapon  or  assault  with  intent  to  commit  any 
offense  punishable  by  imprisonment  for  more  than  one 
year,  arson  punishable  as  a  felony,  or  an  attempt  or 
conspiracy  to  commit  any  of  the  foregoing  offenses. 

(c)  "Treatment"  includes  confinement  and  treatment 
in  an  institution  and  under  supervised  aftercare  in  the 
community  and  includes,  but  is  not  limited  to,  medical, 
educational,  social,  psychological,  and  vocational  serv- 
ices, corrective  and  preventive  guidance  and  training, 
and  other  rehabilitative  services  designed  to  protect  the 
public  and  benefit  the  addict  by  correcting  his  anti- 
social tendencies  and  ending  his  dependence  on  addicting 
drugs  and  his  susceptibility  to  addiction. 

(d)  "Felony"  includes  any  offense  in  violation  of  a 
law  of  the  United  States  classified  as  a  felony  under 
section  1  of  title  18  of  the  United  States  Code,  and 
further  includes  any  offense  in  violation  of  a  law  of  any 
State,  any  possession  or  territory  of  the  United  States, 
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the  District  of  Columbia,  the  Canal  Zone,  or  the  Com- 
monwealth of  Puerto  Rico,  which  at  the  time  of  the 
offense  was  classified  as  a  felony  by  the  law  of  the  place 
where  that  offense  was  committed. 

(e)  "Conviction"  and  "convicted"  mean  the  final 
judgment  on  a  verdict  or  finding  of  guilty,  a  plea  of 
guilty,  or  a  plea  of  nolo  contendere,  and  do  not  include 
a  final  judgment  which  has  been  expunged  by  pardon, 
reversed,  set  aside,  or  otherwise  rendered  nugatory. 

(f)  "Eligible  offender"  means  any  individual  who  is 
convicted  of  an  offense  against  the  United  States,  but 
does  not  include — 

(1)  an  offender  who  is  convicted  of  a  crime  of 
violence. 

(2)  an  offender  who  is  convicted  of  unlawfully 
importing  or  selling  or  conspiring  to  import  or  sell 
a  narcotic  drug,  unless  the  court  determines  that 
such  sale  was  for  the  primary  purpose  of  enabling 
the  offender  to  obtain  a  narcotic  drug  which  he 
requires  for  his  personal  use  because  of  his  addiction 
to  such  drug. 

(3)  an  offender  against  whom  there  is  pending  a 
prior  charge  of  a  felony  which  has  not  been  finally 
determined  or  who  is  on  probation  or  whose  sentence 
following  conviction  on  such  a  charge,  including 
any  time  on  parole  or  mandatory  release,  has  not 
been  fully  served:  Provided,  That  an  offender  on 
probation,  parole,  or  mandatory  release  shall  be 
included  if  the  authority  authorized  to  require  his 
return  to  custody  consents  to  his  commitment. 

(4)  an  offender  who  has  been  convicted  of  a 
felony  on  two  or  more  prior  occasions. 

(5)  an  offender  who  has  been  committed  under 
title  I  of  the  Narcotic  Addict  Rehabilitation  Act  of 
1966,  under  this  chapter,  under  the  District  of 
Columbia  Code,  or  under  any  State  proceeding 
because  of  narcotic  addiction  on  three  or  more  occa- 
sions. 

§4252.  Examination 

If  the  court  believes  that  an  eligible  offender  is  an 
addict,  it  may  place  him  in  the  custody  of  the  Attorney 
General  for  an  examination  to  determine  whether  he  is 
an  addict  and  is  likely  to  be  rehabilitated  through 
treatment.  The  Attorney  General  shall  report  to  the  court 
within  thirty  days;  or  any  additional  period  granted 
by  the  court,  the  results  of  such  examination  and  make 
any  recommendations  he  deems  desirable.  An  offender 
shall  receive  full  credit  toward  the  service  of  his  sentence 
for  any  time  spent  in  custody  for  an  examination. 

§4253.  Commitment 

(a)  Following  the  examination  provided  for  in  section 
4252,  if  the  court  determines  that  an  eligible  offender  is 
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an  addict  and  is  likely  to  be  rehabilitated  through  treat- 
ment, it  shall  commit  him  to  the  custody  of  the  Attorney 
General  for  treatment  under  this  chapter,  except  that 
no  offender  shall  be  committed  under  this  chapter  if  the 
Attorney  General  certifies  that  adequate  facilities  or 
personnel  for  treatment  are  unavailable.  Such  commit- 
ment shall  be  for  an  indeterminate  period  of  time  not  to 
exceed  ten  years,  but  in  no  event  shall  it  exceed  the 
maximum  sentence  that  could  otherwise  have  been  im- 
posed. 

(b)  If,  following  the  examination  provided  for  in  sec- 
tion 4252,  the  court  determines  that  an  eligible  offender 
is  not  an  addict,  or  is  an  addict  not  likely  to  be  rehabili- 
tated through  treatment,  it  shall  impose  such  other  sen- 
tence as  may  be  authorized  or  required  by  law. 

§4254.  Conditional  release 

An  offender  committed  under  section  4253(a)  may  not 
be  conditionally  released  until  he  has  been  treated  for  six 
months  following  such  commitment  in  an  institution 
maintained  or  approved  by  the  Attorney  General  for 
treatment.  The  Attorney  General  may  then  or  at  any 
time  thereafter  report  to  the  Board  of  Parole  whether 
the  offender  should  be  conditionally  released  under  super- 
vision. After  receipt  of  the  Attorney  General's  report, 
and  certification  from  the  Surgeon  General  of  the  Public 
Health  Service  that  the  offender  has  made  sufficient  prog- 
ress to  warrant  his  conditional  release  under  supervision, 
the  Board  may  in  its  discretion  order  such  a  release.  In 
determining  suitability  for  release,  the  Board  may  make 
any  investigation  it  deems  necessary.  If  the  Board  does 
not  conditionally  release  the  offender,  or  if  a  conditional 
release  is  revoked,  the  Board  may  thereafter  grant  a  re- 
lease on  receipt  of  a  further  report  from  the  Attorney 
General. 

§4255.  Supervision  in  the  community 

An  offender  who  has  been  conditionally  released  shall 
be  under  the  jurisdiction  of  the  Board  as  if  on  parole 
under  the  established  rules  of  the  Board  and  shall  remain, 
while  conditionally  released,  in  the  legal  custody  of  the 
Attorney  General.  The  Attorney  General  may  contract 
with  any  appropriate  public  or  private  agency  or  any 
person  for  supervisory  aftercare  of  a  conditionally  re- 
leased offender.  Upon  receiving  information  that  such 
an  offender  has  violated  his  conditional  release,  the 
Board,  or  a  member  thereof,  may  issue  and  cause  to  be 
executed  a  warrant  for  his  apprehension  and  return  to 
custody.  Upon  return  to  custody,  the  offender  shall  be 
given  an  opportunity  to  appear  before  the  Board,  a  mem- 
ber thereof,  or  an  examiner  designated  by  the  Board, 
after  which  the  Board  may  revoke  the  order  of  condi- 
tional release. 


42  U.S.C.  S411 


TITLE  III— CIVIL  COMMITMENT  OF  PERSONS 
NOT  CHARGED  WITH  ANY  CRIMINAL 
OFFENSE 

Sec.  301.  For  the  purposes  of  this  title,  the  term — 

(a)  "Narcotic  addict"  means  any  individual  who 
habitually  uses  any  narcotic  drug  as  denned  in  sec- 
tion 102(16)  of  the  Controlled  Substances  Act  so  as 
to  endanger  the  public  morals,  health,  safety,  or 
welfare,  or  who  is  or  has  been  so  far  addicted  to  the 
use  of  such  narcotic  drugs  as  to  have  lost  the  power 
of  self-control  with  reference  to  his  addiction. 

(b)  "Treatment"  includes  confinement  and  treat- 
ment in  a  hospital  of  the  Service  and  under  super- 
vised aftercare  in  the  community  and  includes,  but 
is  not  limited  to,  medical,  educational,  social,  psy- 
chological, and  vocational  services,  corrective  and 
preventive  guidance  and  training  and  other  rehabili- 
tative services  designed  to  protect  the  public  and 
benefit  the  addict  by  eliminating  his  dependence  on 
addicting  drugs,  or  by  controlling  his  dependence, 
and  his  susceptibility  to  addiction. 

(c)  "Surgeon  General"  means  the  Surgeon  Gen- 
eral of  the  Public  Health  Service. 

(d)  "Hospital  of  the  Service"  means  any  hospital 
or  other  facility  of  the  Public  Health  Service  espe- 
cially equipped  for  the  accommodation  of  addicts, 
and  any  other  appropriate  public  or  private  hospital 
or  other  facility  available  to  the  Surgeon  General 
for  the  care  and  treatment  of  addicts. 

(e)  "Patient"  means  any  person  with  respect  to 
whom  a  petition  has  been  filed  by  a  United  States 
attorney  as  provided  under  subsection  (b)  of  section 
302  of  this  title. 

(f )  "Posthospitalization  program"  shall  mean  any 
program  providing  for  the  treatment  and  supervision 
of  a  person  established  by  the  Surgeon  General  pur- 
suant to  section  307  of  this  title. 

(g)  "State"  includes  the  District  of  Columbia  and 
the  Commonwealth  of  Puerto  Rico. 

(h)  "United  States"  includes  the  Commonwealth 
of  Puerto  Rico. 

(i)  "Related  individual"  means  any  person  with 
whom  the  alleged  narcotic  addict  may  reside  or  at 
(242) 
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whose  house  he  may  be,  or  the  husband  or  wife, 
father  or  mother,  brother  or  sister,  or  the  child  or 
the  nearest  available  relative  of  the  alleged  narcotic 
addict. 
Sec.  302.  (a)  Except  as  otherwise  provided  in  section  42  u.s.c.  3412 
311  of  this  title,  whenever  any  narcotic  addict  desires  to 
obtain  treatment  for  his  addiction,  or  whenever  a  related 
individual  has  reason  to  believe  that  any  person  is  a 
narcotic  addict,  such  addict  or  related  individual  may 
file  a  petition  with  the  United  States  attorney  for  the 
district  in  which  such  addict  or  person  resides  or  is  found 
requesting  that  such  addict  or  person  be  admitted  to  a 
hospital  of  the  Service  for  treatment  of  his  addiction. 
Any  such  petition  filed  by  a  narcotic  addict  shall  set  forth 
his  name  and  address  and  the  facts  relating  to  his  addic- 
tion. Any  such  petition  filed  by  a  related  individual  with 
respect  to  a  person  believed  by  such  individual  to  be  a 
narcotic  addict  shall  set  forth  the  name  and  address  of  the 
alleged  narcotic  addict  and  the  facts  or  other  data  on 
which  the  petitioner  bases  his  belief  that  the  person  with 
respect  to  whom  the  petition  is  filed  is  a  narcotic  addict. 

(b)  After  considering  such  petition,  the  United  States 
attorney  shall,  if  he  determines  that  there  is  reasonable 
cause  to  believe  that  the  person  named  in  such  petition 
is  a  narcotic  addict,  and  that  appropriate  State  or  other 
facilities  are  not  available  to  such  person,  file  a  petition 
with  the  United  States  district  court  to  commit  such 
person  to  a  hospital  of  the  Service  for  treatment  as  pro- 
vided in  this  title.  In  making  his  determination  with 
respect  to  the  nonavailability  of  such  facilities,  the 
United  States  attorney  shall  consult  with  the  Surgeon 
General  and  other  appropriate  State  or  local  officials. 

(c)  Upon  the  filing  of  any  such  petition  by  a  United 
States  attorney,  the  court  may  order  the  patient  to  ap- 
pear before  it  for  an  examination  by  physicians  as  pro- 
vided under  section  303  of  this  title  and  for  a  hearing,  if 
required,  under  section  304  of  this  title.  The  court  shall 
cause  a  copy  of  such  petition  and  order  to  be  served 
personally  upon  the  patient  by  a  United  States  marshal. 

Sec.   303.   The  court  shall  immediately  advise  any    42  u.s.c.  S4is 
patient  appearing  before  it  pursuant  to  an  order  issued 
under  subsection  (c)  of  section  302  of  his  right  to  have 

(1)  counsel  at  every  stage  of  the  judicial  proceedings 
under  this  title  and  that,  if  he  is  unable  because  of  finan- 
cial reasons  to  obtain  counsel,  the  court  will,  at  the 
patient's  request,  assign  counsel  to  represent  him;  and 

(2)  present  for  consultation  during  any  examination  con- 
ducted under  this  section,  a  qualified  physician  re- 
tained by  such  patient,  but  in  no  event  shall  such  physi- 
cian be  entitled  to  participate  in  any  such  examination  or 
in  the  making  of  any  report  required  under  this  section 
with  respect  to  such  examination.  The  court  shall  also 
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advise  such  patient  that  if,  after  an  examination  and 
hearing  as  provided  in  this  title,  he  is  found  to  be  a 
narcotic  addict  who  is  likely  to  be  rehabilitated  through 
treatment,  he  will  be  civilly  committed  to  the  Surgeon 
General   for  treatment;   that  he  may   not  voluntarily 
withdraw  from  such  treatment;  that  the  treatment  (in- 
cluding posthospitalization  treatment  and  supervision) 
may  last  forty-two  months ;  that  during  treatment  he  will 
be  confined  in  an  institution;  that  for  a  period  of  three 
years  following  his  release  from  confinement  he  will  be 
under  the  care  and  custody  of  the  Surgeon  General  for 
treatment  and  supervision  under  a  posthospitalization 
program  established  by  the  Surgeon  General ;  and  that 
should  he  fail  or  refuse  to  cooperate  in  such  posthospitali- 
zation program  or  be  determined  by  the  Surgeon  General 
to  have  relapsed  to  the  use  of  narcotic  drugs,  he  may  be 
recommitted  for  additional  confinement  in  an  institution 
followed  by  additional  posthospitalization  treatment  and 
supervision.  After  so  advising  the  patient,  the  court  shall 
appoint  two  qualified  physicians,  one  of  whom  shall  be  a 
psychiatrist,  to  examine  the  patient.  For  the  purpose  of 
the  examination,  the  court  may  order  the  patient  com- 
mitted for  such  reasonable  period  as  it  shall  determine, 
not  to  exceed  thirty  days,  to  the  custody  of  the  Surgeon 
General  for  confinement  in  a  suitable  hospital  or  other 
facility  designated  by  the  court.  Each  physician  ap- 
pointed by  the  court  shall,  within  such  period  so  deter- 
mined by  the  court,  examine  the  patient  and  file  with  the 
court,  a  written  report  with  respect  to  such  examination. 
Each  such  report  shall  include  a  statement  of  the  examin- 
ing physician's  conclusions  as  to  whether  the  patient 
examined  is  a  narcotic  addict  and  is  likely  to  be  rehabili- 
tated through  treatment.  Upon  the  filing  of  such  reports, 
the  patient  so  examined  shall  be  returned  to  the  court 
for  such  further  proceedings  as  it  may  direct  under  this 
title.  Copies  of  such  reports  shall  be  made  available  to 
the  patient  and  his  counsel. 
42  u.s.c.  3414         Sec.  304.   (a)  If  both  examining  physicians  (referred 
to  in  section  303)  conclude  in  their  respective  written  re- 
ports that  the  patient  is  not  a  narcotic  addict,  or  is  an 
addict  not  likely  to  be  rehabilitated  through  treatment, 
the  court  shall  immediately  enter  an  order  discharging 
the  patient  and  dismissing  the  proceedings  under  this 
title.  If  the  written  report  of  either  such  physician  in- 
dicates that  the  patient  is  a  narcotic  addict  who  is  likely 
to  be  rehabilitated  through  treatment,  or  that  the  physi- 
cian submitting  the  report  is  unable  to  reach  any  conclu- 
sion by  reason  of  the  refusal  of  the  patient  to  submit  to  a 
thorough  examination,  the  court  shall  promptly  set  the 
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case  for  hearing.  The  court  shall  cause  a  written  notice  of 
the  time  and  place  of  such  hearing  to  be  served  personally 
upon  the  patient  and  his  attorney.  Such  notice  shall  also 
inform  the  patient  that  upon  demand  made  by  him  within 
fifteen  days  after  he  has  been  served,  he  shall  be  entitled 
to  have  all  issues  of  fact  with  respect  to  his  alleged  nar- 
cotic addiction  determined  by  a  jury.  If  no  timely  demand 
for  a  jury  is  made,  the  court,  in  conducting  such  hearing, 
shall  determine  all  issues  of  fact  without  a  jury. 

(b)  In  conducting  any  hearing  under  this  title,  the 
court  shall  receive  and  consider  all  relevant  evidence  and 
testimony  which  may  be  offered,  including  the  contents 
of  the  reports  referred  to  in  section  303.  Any  patient  with 
respect  to  whom  a  hearing  is  held  under  this  title  shall 
be  entitled  to  testify  and  to  present  and  cross-examine 
witnesses.  All  final  orders  of  commitment  under  this  title 
shall  be  subject  to  review  in  conformity  with  the  provi- 
sions of  sections  1254  and  1291  of  title  28  of  the  United 
States  Code. 

(c)  Any  patient  with  respect  to  whom  a  hearing  has 
been  set  under  this  title  may  be  detained  by  the  court 
for  a  reasonable  period  of  time  in  a  suitable  hospital  or 
other  facility  designated  by  the  court  until  after  such 
hearing  has  been  concluded. 

(d)  Witnesses  subpenaed  by  either  party  under  the 
provisions  of  this  title  shall  be  paid  the  same  fees  and 
mileage  as  are  paid  to  other  witnesses  in  the  courts  of 
the  United  States. 

Sec.  305.  If  the  court  determines  after  a  hearing  that  42  u.s.c.  3415 
such  patient  is  a  narcotic  addict  who  is  likely  to  be 
rehabilitated  through  treatment,  the  court  shall  order 
him  committed  to  the  care  and  custody  of  the  Surgeon 
General  for  treatment  in  a  hospital  of  the  Service.  The 
Surgeon  General  shall  submit  to  the  court  written  re- 
ports with  respect  to  such  patient  at  such  times  as  the 
court  may  direct.  Such  reports  shall  include  information 
as  to  the  health  and  general  condition  of  the  patient, 
together  with  the  recommendations  of  the  Surgeon  Gen- 
eral concerning  the  continued  confinement  of  such  patient. 

Sec.  306.  Any  patient  committed  to  the  care  and  cus-  42  u.s.c.  3416 
tody  of  the  Surgeon  General  pursuant  to  section  305  of 
this  title  shall  be  committed  for  a  period  of  six  months, 
and  shall  be  subject  to  such  posthospitalization  program 
as  may  be  established  pursuant  to  section  307  of  this  title ; 
except  that  such  patient  may  be  released  from  confine- 
ment by  the  Surgeon  General  at  any  time  prior  to  the 
expiration  of  such  six-month  period  if  the  Surgeon  Gen- 
eral determines  that  the  patient  has  been  cured  of  his 
drug  addiction  and  rehabilitated,  or  that  his  continued 
confinement  is  no  longer  necessary  or  desirable. 
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42U.S.C.  3417  gEC<  307.   (a)   Whenever  any  patient  under  the  care 

and  custody  of  the  Surgeon  General  pursuant  to  this 
title  is  to  be  released  from  confinement  in  accordance 
with  the  provisions  thereof,  the  Surgeon  General  shall 
cive  notice  of  such  pending  release  to  the  committing 
court  within  ten  days  prior  thereto  and  shall,  at  the 
time  of  the  patient's  release,  promptly  return  him  to  that 
cuurt.  The  court,  after  considering  the  recommendations 
of  the  Surgeon  General  with  respect  to  posthospitaliza- 
tion treatment  for  any  such  patient  so  returned,  may 
place  such  patient  under  the  care  and  custody  of  the 
Surgeon  General  for  the  three-year  period  immediately 
following  the  patient's  release,  for  treatment  and  super- 
vision under  such  posthospitalization  program  as  the 
Surgeon  General  may  direct. 

(b)  If,  at  any  time  during  such  three-year  period,  any 
patient  (1)  fails  or  refuses  to  comply  with  the  directions 
and  orders  of  the  Surgeon  General  in  connection  with 
such  patient's  posthospitalization  treatment  and  super- 
vision, or  (2)  is  determined  by  the  Surgeon  General  to 
be  again  using  narcotic  drugs,  the  Surgeon  General  may 
order  such  patient's  immediate  return  to  the  committing 
court  which  may  recommit  such  patient  to  a  hospital  of 
the  Service  for  additional  treatment  for  a  period  of  not 
to  exceed  six  months,  and  may  require  such  patient  there- 
after to  submit  to  a  posthospitalization  program  in  ac- 
cordance with  subsection  (a)  of  this  section. 

42  u.s.c.  3418         gEC   308   The  court?  upon  the  petition  of  any  patient 

after  his  confinement  pursuant  to  this  title  for  a  period 
in  excess  of  three  months,  shall  inquire  into  the  health 
and  general  condition  of  the  patient  and  as  to  the  neces- 
sity, if  any,  for  his  continued  confinement.  If  the  court 
finds,  with  or  without  a  hearing,  that  his  continued  con- 
finement is  no  longer  necessary  or  desirable,  it  shall  order 
the  patient  released  from  confinement  and  returned  to 
the  court.  The  court  may,  with  respect  to  any  such  patient 
so  returned,  place  such  patient  under  a  posthospitaliza- 
tion program  in  accordance  with  the  provisions  of  sub- 
section (a)  of  section  307  of  this  title. 

42  u.s.c.  3419  gEC  3Q9#  \ny  determination  by  the  court  pursuant  to 
this  title  that  a  patient  is  a  narcotic  addict  shall  not  be 
deemed  a  criminal  conviction,  nor  shall  such  patient  be 
denominated  a  criminal  by  reason  of  that  determination. 
The  results  of  any  hearing,  examination,  test,  or  proce- 
dure to  determine  narcotic  addiction  of  any  patient  un- 
der this  title  shall  not  be  used  against  such  patient  in  any 
criminal  proceeding. 

42  u.s.c.  3420  gEC>  310    ^ny  physician  conducting  an  examination 

under  this  title  shall  be  a  competent  and  compellable  wit- 
ness at  any  hearing  or  other  proceeding  conducted  pur- 
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suant  to  this  title  and  the  physician-patient  privilege 
shall  not  be  applicable. 

Sec.  311.  The  provisions  of  this  title  shall  not  be  ap-  42  usc- 3421 
plicable  with  respect  to  any  person  against  whom  there 
is  pending  a  criminal  charge,  whether  by  indictment  or 
by  information,  which  has  not  been  fully  determined  or 
who  is  on  probation  or  whose  sentence  following  convic- 
tion on  such  a  charge,  including  any  time  on  parole  or 
mandatory  release,  has  not  been  fully  served,  except  that 
such  provision  shall  be  applicable  to  any  such  person  on 
probation,  parole,  or  mandatory  release  if  the  authority 
authorized  to  require  his  return  to  custody  consents  to 
his  commitment. 

Sec.  312.  Notwithstanding  any  other  provision  of  this   42  u.s.c.  3422 
title,  no  patient  shall  be  committed  to  a  hospital  of  the 
Service  under  this  title  if  the  Surgeon  Genera]  certifies 
that  adequate  facilities  or  personnel  for  treatment  of 
such  patient  are  unavailable. 

Sec.  313.  Physicians  appointed  by  the  court  to  42  u.s.c.  3423 
examine  any  person  pursuant  to  this  title  and  counsel 
assigned  by  the  court  to  represent  any  person  in  judicial 
proceedings  under  this  title  shall  be  entitled  to  reasonable 
compensation,  in  an  amount  to  be  determined  by  the 
court,  to  be  paid,  upon  order  of  the  court,  out  of  such 
funds  as  may  be  provided  by  law. 

Sec.  314  (a)  The  Surgeon  General  may  from  time  to  42  u.s.c.  3424 
time  make  such  provisions  as  he  deems  appropriate  au- 
thorizing the  performance  of  any  of  his  functions  under 
this  title  by  any  other  officer  or  employees  of  the  Public 
Health  Service,  or  with  the  consent  of  the  head  of  the 
Department  or  Agency  concerned,  by  any  Federal  or 
other  public  or  private  agency  or  officer  or  employee 
thereof. 

(b)  The  Surgeon  General  is  authorized  to  enter  into 
arrangements  with  any  public  or  private  agency  or  any 
person  under  which  appropriate  facilities  or  services  of 
such  agency  or  person  will  be  made  available,  on  a  reim- 
bursable basis  or  otherwise,  for  the  examination  or  treat- 
ment of  individuals  pursuant  to  the  provisions  of  this 
title. 

Sec  315.  Whoever  escapes  or  attempts  to  escape  while  42  u.s.c.  3425 
committed  to  institutional  custody  for  examination 
or  treatment  under  this  title,  or  whoever  rescues  or  at- 
tempts to  rescue  or  instigates,  aids,  or  assists  the  escape 
or  attempt  to  escape  of  such  a  person,  shall  be  subject  to 
the  penalties  provided  in  sections  751  and  752  of  title  18, 
United  States  Code. 

Sec  316.  Any  person  who  knowingly  makes  any  false   42  u.s.c.  342* 
statement  to  the  United  States  attorney  in  any  petition 
under  section  302(a)  of  this  title  shall  be  subject  to  the 
penalty  prescribed  in  section  1001  of  title  18,  United 
States  Code. 


TITLE  IV— REHABILITATION  AND  POSTHOS- 
PITALIZATIOX  CARE  PROGRAMS  AND 
ASSISTANCE  TO  STATES  AND  LOCALITIES 

4*  u.s.c.  S44i  Sec.  401.  The  Surgeon  General  is  authorized  to  estab- 
lish, as  an  integral  part  of  the  program  of  treatment  for 
narcotic  addiction  authorized  by  section  341  of  the  Public 
Health  Service  Act,  outpatient  services  to  (1)  provide 
guidance  and  give  psychological  help  and  supervision  to 
patients  and  other  individuals  released  from  hospitals  of 
the  Service  after  treatment  for  narcotic  drug  addiction, 
utilizing  all  available  resources  of  local,  public  and  pri- 
vate agencies,  and  (2)  assist  States  and  municipalities  in 
developing  treatment  programs  and  facilities  for  indi- 
viduals so  addicted,  including  posthospitalization  treat- 
ment programs  and  facilities  lor  the  care  and  supervision 
of  narcotic  addicts  released  after  confinement  under  this 
or  any  other  Act  providing  for  treatment  of  drug  addic- 
tion. The  Surgeon  General  shall  take  into  consideration 
in  supplying  such  services  the  extent  of  drug  addiction  in 
the  various  States  and  political  subdivisions  thereof  and 
the  willingness  of  such  States  and  subdivisions  to  cooper- 
ate in  developing  a  sound  program  for  the  care,  treat- 
ment, and  rehabilitation  of  narcotic  addicts. 

(248) 


TITLE  V— SENTENCING  AFTER  CONVICTION 
FOR  VIOLATION  OF  LAW  RELATING  TO 
NARCOTIC  DRUGS  OR  MARIHUANA1 


1  Superseded  by  Controlled  Substances  Act. 

(249) 


TITLE  VI— MISCELLANEOUS  PROVISIONS 

Sec.  601.1  *  *  * 
4i  u.s.c.  3402  Sec.  602.  The  Surgeon  General  and  the  Attorney  Gen- 
eral are  authorized  to  give  representatives  of  States  and 
local  subdivisions  thereof  the  benefit  of  their  experience 
in  the  care,  treatment,  and  rehabilitation  of  narcotic  ad- 
dicts so  that  eaeh  State  may  be  encouraged  to  provide 
adequate  facilities  and  personnel  for  the  care  and  treat- 
ment of  narcotic  addicts  in  its  jurisdiction. 

Sec.  603.1  *  *  * 

Sec.  604.  If  any  provision  of  this  Act  or  the  applica- 
tion thereof  to  any  person  or  circumstance  is  held  invalid, 
the  remainder  of  the  Act  and  the  application  of  such  pro- 
vision to  other  persons  not  similarly  situated  or  to  other 
circumstances  shall  not  be  affected  thereby. 

Sec.  605.  Title  I  of  this  Act  shall  take  effect  three 
months  after  the  date  of  its  enactment,  and  shall  apply 
to  any  case  pending  in  a  district  court  of  the  United 
States  in  which  an  appearance  has  not  been  made  prior 
to  such  effective  date.  Titles  II  and  V  of  this  Act  shall 
take  effect  three  months  after  the  date  of  its  enactment 
and  shall  apply  to  any  case  pending  in  any  court  of  the 
United  States  in  which  sentence  has  not  yet  been  im- 
posed as  of  such  effective  date.  Title  III  of  this  Act  shall 
take  effect  three  months  after  the  date  of  its  enactment. 

Sec.  606.  The  provisions  of  this  Act  shall  be  subject 
to  the  provisions  of  Reorganization  Plan  No.  3  of  1966.2 

Sec.  607.  There  are  authorized  to  be  appropriated  such 
sums  as  are  necessary  to  carry  out  the  provisions  of  this 
Act. 


1  Amends  other  laws. 

3  Reorganization  Plan  No.  3  of  1966  transferred  all  statutory  powers 
and  functions  of  the  Surgeon  General,  and  other  officers  of  the  Public 
Health  Service,  to  the  Secretary  of  Health,  Education,  and  Welfare.  The 
provisions  of  this  Act  should  be  read  in  the  light  of  this  transfer  of 
statutory  functions. 
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FEDERAL   CIGARETTE   LABELING   AND   ADVERTISING 

ACT 

(Public  Law  89-92,  Approved  July  27,  1965) 

AN  ACT  To  regulate  the  labeling  of  cigarettes,  and  for  other  purposes 

Be  it  enacted  by  the  Senate  and  House  of  Represents-   ^50^'8C' 18S1 
tives  of  the  United  States  of  America  in  Congress  assem- 
bled, That  this  Act  may  be  cited  as  the  "Federal  Cigarette 
Labeling  and  Advertising  Act". 

DECLARATION   OF   POLICY 

Sec.  2.  It  is  the  policy  of  the  Congress,  and  the  purpose  15  u.s.c.  issi 
of  this  Act,  to  establish  a  comprehensive  Federal  pro- 
gram to  deal  with  cigarette  labeling  and  advertising  with 
respect  to  any  relationship  between  smoking  and  health, 
whereby — 

(1)  the  public  may  be  adequately  informed  that 
cigarette  smoking  may  be  hazardous  to  health  by  in- 
clusion of  a  warning  to  that  effect  on  each  package 
of  cigarettes;  and 

(2)  commerce  and  the  national  economy  may  be 
(A)  protected  to  the  maximum  extent  consistent  with 
this  declared  policy  and  (B)  not  impeded  by  diverse, 
nonuniform,  and  confusing  cigarette  labeling  and  ad- 
vertising regulations  with  respect  to  any  relationship 
between  smoking  and  health. 

DEFINITIONS 

Sec.  3.  As  used  in  this  Act—  15  u-s-c- 1S82 

(1)  The  term  "cigarette"  means — 

(A)  any  roll  of  tobacco  wrapped  in  paper  or 
in  any  substance  not  containing  tobacco,  and 

(B)  any  roll  of  tobacco  wrapped  in  any  sub- 
stance containing  tobacco  which,  because  of  its 
appearance,  the  type  of  tobacco  used  in  the  filler, 
or  its  packaging  and  labeling,  is  likely  to  be  of- 
fered to,  or  purchased  by,  consumers  as  a  ciga- 
rette described  in  subparagraph  (A). 

(2)  The  term  "commerce"  means  (A)  commerce 
between  any  State,  the  District  of  Columbia,  the 
Commonwealth  of  Puerto  Rico,  Guam,  the  Virgin 
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Islands,  American  Samoa,  Wake  Island,  Midway  Is- 
lands, Kingman  Reef,  or  Johnston  Island  and  any 
place  outside  thereof;  (B)  commerce  between  points 
in  any  State,  the  District  of  Columbia,  the  Common- 
wealth of  Puerto  Rico,  Guam,  the  Virgin  Islands, 
American  Samoa,  Wake  Island,  Midway  Islands, 
Kingman  Reef,  or  Johnston  Island,  but  through  any 
place  outside  thereof;  or  (C)  commerce  wholly 
within  the  District  of  Columbia,  Guam,  the  Virgin 
Islands,  American  Samoa,  Wake  Island,  Midway 
Islands,  Kingman  Reef,  or  Johnston  Island. 

(3)  The  term  "United  States",  when  used  in  a 
geographical  sense,  includes  the  several  States,  the 
District  of  Columbia,  the  Commonwealth  of  Puerto 
Rico,  Guam,  the  Virgin  Islands,  American  Samoa, 
Wake  Island,  Midway  Islands,  Kingman  Reef,  and 
Johnston  Island.  The  term  "State"  includes  any 
political  division  of  any  State. 

(4)  The  term  "package"  means  a  pack,  box,  car- 
ton, or  container  of  any  kind  in  which  cigarettes  are 
offered  for  sale,  sold,  or  otherwise  distributed  to 
consumers. 

(5)  The  term  "person"  means  an  individual,  part- 
nership, corporation,  or  any  other  business  or  legal 
entity. 

(6)  The  term  "sale  or  distribution"  includes 
sampling  or  any  other  distribution  not  for  sale. 

(7)  The  term  "little  cigar"  means  any  roll  of  tobacco 
wrapped  in  leaf  tobacco  or  any  substance  containing 
tobacco  (other  than  any  roll  of  tobacco  which  is  a  ciga- 
rette within  the  meaning  of  subsection  (1))  and  as  to 
which  one  thousand  units  weigh  not  more  than  three 
pounds. 

LABELING 

Sec.  4.  It  shall  be  unlawful  for  any  person  to  manufac- 
ture, import,  or  package  for  sale  or  distribution  within 
the  United  States  any  cigarettes  the  package  of  which 
fails  to  bear  the  following  statement:  "Warning:  The 
Surgeon  General  Has  Determined  That  Cigarette  Smok- 
ing Is  Dangerous  to  Your  Health".  Such  statement  shall 
be  located  in  a  conspicuous  place  on  every  cigarette  pack- 
age and  shall  appear  in  conspicuous  and  legible  type  in 
contrast  by  typography,  layout,  or  color  with  other 
printed  matter  on  the  package. 

PREEMPTION 

15U.S.C.  1834  gEC    5     (a^    nq  statement  relating  to  smoking  and 

health,  other  than  the  statement  required  by  section  4  of 
this  Act,  shall  be  required  on  any  cigarette  package. 


15  U.S.C.  1338 


15  U.8.C.  1335 
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(b)  No  requirement  or  prohibition  based  on  smoking 
and  health  shall  be  imposed  under  State  law  with  respect 
to  the  advertising  or  promotion  of  any  cigarettes  the 
packages  of  which  are  labeled  in  conformity  with  the 
provisions  of  this  Act. 

UNLAWFUL   ADVERTISEMENTS 

Sec.  6.  After  January  1,  1971,  it  shall  be  unlawful  to 
advertise  cigarettes  and  little  cigars  on  any  medium  of 
electronic  communication  subject  to  the  jurisdiction  of 
the  Federal  Communications  Commission. 

FEDERAL   TRADE    COMMISSION 

Sec.  7.  (a)  The  Federal  Trade  Commission  shall  not  15  ™-c- 18S6 
take  any  action  before  July  1,  1971,  with  respect  to  its 
pending  trade  regulation  rule  proceeding  relating  to  cig- 
arette advertising.  If  at  any  time  on  or  after  July  1, 1971, 
the  Federal  Trade  Commission  determines  it  is  necessary 
to  take  action  with  respect  to  such  pending  trade  regula- 
tion rule  proceeding,  it  shall  notify  the  Congress  of  the 
determination.  Such  notification  shall  include  the  text  of 
the  trade  regulation  rule  and  a  full  statement  of  the  basis 
for  such  determination.  No  trade  regulation  rule  adopted 
in  such  proceeding  may  take  effect  until  six  months  after 
the  Commission  has  notified  the  Congress  of  the  text  of 
such  rule,  in  order  that  the  Congress  may  act  if  it  so 
desires. 

(b)  Except  as  provided  in  subsection  (a),  nothing 
in  this  Act  shall  be  construed  to  limit,  restrict,  expand, 
or  otherwise  affect  the  authority  of  the  Federal  Trade 
Commission  with  respect  to  unfair  or  deceptive  acts  or 
practices  in  the  advertising  of  cigarettes. 

(c)  Nothing  in  this  Act  shall  be  construed  to  affirm 
or  deny  the  Federal  Trade  Commission's  holding  that 
it  has  the  authority  to  issue  trade  regulation  rules  or  to 
require  an  affirmative  statement  in  any  cigarrette 
advertisement. 

reports 

Sec.  8.  (a)  The  Secretary  of  Health,  Education,  and  ^  r.s.c.  isot 
Welfare  shall  transmit  a  report  to  the  Congress  not  later 
than  January  1,  1971,  and  annually  thereafter  concern- 
ing (A)  current  information  in  the  health  consequences 
of  smoking,  and  (B)  such  recommendations  for  legisla- 
tion as  he  may  deem  appropriate. 

(b)  The  Federal  Trade  Commission  shall  transmit  a 
report  to  the  Congress  not  later  than  January  1,  1971, 
and  annually  thereafter,  concerning  (A)  the  effectiveness 
of  cigarette  labeling,  (B)  current  practices  and  methods 
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of  cigarette  advertising  and  promotion,  and  (C)  such 
recommendations  for  legislation  as  it  may  deem  appro- 
priate. 

CRIMINAL    PENALTY 

15  u.s.c.  iss8  SEC.  9.  A^y  person  who  violates  the  provisions  of  this 
Act  shall  be  guilty  of  a  misdemeanor  and  shall  on  con- 
viction thereof  be  subject  to  a  fine  of  not  more  than 
$10,000. 

INJUNCTION    PROCEEDINGS 

is  u.s.c.  1S89  §EC.  jo.  The  several  district  courts  of  the  United  States 
are  invested  with  jurisdiction,  for  cause  shown,  to  pre- 
vent and  restrain  violations  of  this  Act  upon  the  applica- 
tion of  the  Attorney  General  of  the  United  States  acting 
through  the  several  United  States  attorneys  in  their  sev- 
eral districts. 

CIGARETTES    FOR    EXPORT 

15  u.s.c.  is4o  gEC  ii  Packages  of  cigarettes  manufactured,  im- 
ported, or  packaged  (1)  for  export  from  the  United 
States  or  (2)  for  delivery  to  a  vessel  or  aircraft,  as  sup- 
plies, for  consumption  beyond  the  jurisdiction  of  the  in- 
ternal revenue  laws  of  the  United  States  shall  be  exempt 
from  the  requirements  of  this  Act,  but  such  exemptions 
shall  not  apply  to  cigarettes  manufactured,  imported,  or 
packaged  for  sale  or  distribution  to  members  or  units  of 
the  Armed  Forces  of  the  United  States  located  outside  of 
the  United  States. 

SEPARABILITY 


15  U.S.C.  1831 
note 


Sec  12.  If  any  provision  of  this  Act  or  the  applica- 
tion thereof  to  any  person  or  circumstances  is  held  in- 
valid, the  other  provisions  of  this  Act  and  the  applica- 
tion of  such  provision  to  other  persons  or  circumstances 
shall  not  be  affected  thereby. 
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LITTLE  CIGAR  ACT  OF  1973  wg^c 

Be  it  enacted  by  the  Senate  and  House  of  Representa- 
tives of  the  United  States  of  America  in  Congress  as- 
sembled, That  this  Act  may  be  cited  as  the  "Little  Cigar 
Act  of  1973". 

Sec.  2.  Section  3  of  the  Federal  Cigarette  Labeling  and  is  u.s.c.  1332 
Advertising  Act  (15  U.S.C.  1331-1340)  as  amended  by 
the  Public  Health  Cigarette  Smoking  Act  of  1969  is 
amended  by  inserting  the  following  new  subsection : 

"(7)  The  term  'little  cigar'  means  any  roll  of  tobacco 
wrapped  in  leaf  tobacco  or  any  substance  containing  to- 
bacco (other  than  any  roll  of  tobacco  which  is  a  cigarette 
within  the  meaning  of  subsection  (1))  and  as  to  which 
one  thousand  units  weigh  not  more  than  three  pounds." 

Sec.  3.  Section  6  of  the  Federal  Cigarette  Labeling  and   I5  u  s  c IS35 
Advertising  Act  (15  U.S.C.  1331-1340)  as  amended  by 
the  Public  Health  Cigarette  Smoking  Act  of  1969  is 
amended  by  inserting  the  words  "and  little  cigars"  after 
the  word  "cigarettes". 

Sec.  4.  The  amendment  made  by  this  Act  shall  become  15  u.s.c. 
effective  thirty  days  after  the  date  of  enactment. 

Legislative  Histoby 

House  Report  No.  93-323  accompanying  H.R.  7482  (Committee  on 

Interstate  and  Foreign  Commerce). 
Senate  Report  No.  93-103  (Committee  on  Commerce). 
Congressional  Record,  Vol.  119  (1973)  : 

Apr.  10,  considered  and  passed  Senate. 

Apr.  30,  reconsidered  and  passed  Senate. 

Sept.  10,  considered  and  passed  House,  in  lieu  of  H.R.  7482. 
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TEA  IMPORTATION  ACT 
[As  contained  in  title  21,  U.S.C.] 
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TEA  IMPORTATION  ACT 

§  41.  Importation  of  tea  inferior  to  standard ;  bond  of 
importers;  regulation  of  use  of  inferior  im- 
portation. 

It  shall  be  unlawful  for  any  person  or  persons  or 
corporation  to  import  or  bring  into  the  United  States 
any  merchandise  as  tea  which  is  inferior  in  purity,  qual- 
ity, and  fitness  for  consumption  to  the  standards  provided 
in  section  43  of  this  title,  and  the  importation  of  all  such 
merchandise  is  prohibited,  except  as  provided  in  the 
Tariff  Schedules  of  the  United  States.  (Mar.  2, 1897,  ch. 
358,  §  1,  29  Stat.  604;  May  16, 1908,  ch.  170,  35  Stat.  163; 
May  31,  1920,  ch.  217,  41  Stat.  712;  1940  Keorg.  Plan 
No.  IV,  §  12,  eff.  June  30, 1940,  5  F.R.  2421,  54  Stat.  1237; 
1953  Reorg.  plan  No.  1,  §  5  eff.  Apr.  11, 1953, 18  F.R.  2053, 
67  Stat.  631,  May  24, 1962,  P.L.  87-456,  title  III,  §  303  (a) , 
76  Stat.  77.) 

§42.  Board  of  experts;  appointment;  term;  vacan- 
cies ;  compensation. 

On  or  before  February  15  of  each  year,  the  Secretary 
of  Health,  Education,  and  Welfare  shall  appoint  a  board, 
to  consist  of  seven  members,  each  of  whom  shall  be  an 
expert  in  teas,  and  who  shall  prepare  and  submit  to  him 
standard  samples  of  tea.  The  persons  so  appointed  shall 
be  at  all  times  subject  to  removal  by  the  said  Secretary 
and  shall  serve  for  the  term  of  one  year.  Vacancies  in 
the  said  board  occurring  by  removal,  death,  resignation, 
or  any  other  cause  shall  be  forthwith  filled  by  the  Secre- 
tary of  Health,  Education,  and  Welfare  by  appointment, 
such  appointee  to  hold  for  the  unexpired  term.  Said 
board  shall  appoint  a  presiding  officer,  who  shall  be  the 
medium  of  all  communications  to  or  from  such  board. 
Each  member  of  said  board  shall  receive  as  compensation 
the  sum  of  $50  per  annum,  which,  together  with  all  nec- 
essary expenses  while  engaged  upon  the  duty  herein  pro- 
vided, shall  be  paid  by  the  Secretary.  (Mar.  2,  1897,  ch. 
358,  §  2,  29  Stat.  605 ;  May  31, 1920,  ch.  217,  41  Stat.  712 ; 
1940  Reorg.  Plan  No.  IV,  §  12,  eff.  June  30,  1940,  5  F.R. 
2421,  54  Stat.  1237;  July  12, 1943,  ch.  221,  title  II,  §  201, 
57  Stat.  500.) 

§  43.  Standards  of  purity ;  duplicate  samples  at  cus- 
tomhouses and  for  importers  and  dealers. 

The  Secretary  of  Health,  Education,  and  Welfare, 
upon  the  recommendation  of  the  board  of  experts  pro- 
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vided  in  section  42  of  this  title,  shall  fix  and  establish 
uniform  standards  of  purity,  quality,  and  fitness  for  con- 
sumption of  all  kinds  of  teas  imported  into  the  United 
States,  and  shall  procure  and  deposit  in  the  custom- 
houses of  the  ports  of  New  York,  Chicago,  San  Fran- 
cisco, and  such  other  ports  as  he  may  determine,  dupli- 
cate samples  of  such  standards.  Said  Administrator  shall 
procure  a  sufficient  number  of  other  duplicate  samples  of 
such  standards  to  supply  the  importers  and  dealers  in  tea 
at  all  ports  desiring  the  same  at  cost.  All  teas,  or  mer- 
chandise described  as  tea,  of  inferior  purity,  quality,  and 
fitness  for  consumption  to  such  standards  snail  be  deemed 
within  the  prohibition  of  section  41  of  this  title.  (Mar.  2, 
1897,  ch.  358,  §  3,  29  Stat.  605;  May  31,  1920,  ch.  217,  41 
Stat.  712;  1940  Reorg.  Plan  No.  IV,  §  12,  eff.  June  30, 
1940, 5  F.R.  2421, 54  Stat.  1237.) 

§44.  Bonds  of  importers;  examination;  importations 
at  ports  having  no  examiner. 

On  making  entry  at  the  customhouse  of  all  teas,  or 
merchandise  described  as  tea,  imported  into  the  United 
States,  the  importer  or  consignee  shall  give  a  bond  to 
the  collector  of  the  port  that  such  merchandise  shall  not 
be  removed  from  the  warehouse  until  released  by  the 
collector,  after  it  shall  have  been  duly  examined  with 
reference  to  its  purity,  quality,  and  fitness  for  consump- 
tion. For  the  purpose  of  such  examination  samples  of 
each  line  in  every  invoice  of  tea  shall  be  submitted  by 
the  importer  or  consignee  to  the  examiner,  together  with 
the  sworn  statement  of  such  importer  or  consignee  that 
such  samples  represent  the  true  quality  of  each  and  every 
part  of  the  invoice  and  accord  with  the  specifications 
therein  contained;  or  in  the  discretion  of  the  Secretary 
of  Health,  Education,  and  Welfare,  such  samples  shall 
be  obtained  by  the  examiner  and  compared  by  him  with 
the  standards  established  by  sections  41-^6  and  47-50 
of  this  title.  In  cases  where  said  tea,  or  merchandise 
described  as  tea,  is  entered  at  ports  where  there  is  no 
qualified  examiner  as  provided  in  section  46  of  this  title, 
the  consignee  or  importer  shall  in  the  manner  aforesaid 
furnish  under  oath  a  sample  of  each  line  of  tea  to  the 
collector  or  other  revenue  officer  to  whom  is  committed 
the  collection  of  duties,  and  said  officer  shall  also  draw 
or  cause  to  be  drawn  samples  of  each  line  in  every  invoice 
and  shall  forward  the  same  to  a  duly  qualified  examiner 
as  provided  in  said  section.  The  bond  required  by  this 
section  shall  also  be  conditioned  for  the  payment  of  all 
customhouse  charges  which  may  attach  to  such  mer- 
chandise prior  to  its  being  released  or  destroyed  (as  the 
case  may  be)  under  the  provisions  of  sections  41^6  and 
47-50  of  this  title.  (Mar.  2,  1897,  ch.  358,  §  4,  29  Stat. 
605 ;  May  31, 1920,  ch.  217, 41  Stat.  712 ;  1940  Reorg.  Plan 
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No.  IV,  §  12,  eff.  June  30,  1940,  5  F.  K.  2421,  54  Stat. 
1237.) 

§45.  Permit    for    delivery;    retention    of    inferior 
grades ;  reexamination ;  partial  delivery. 

If,  after  an  examination  as  provided  in  section  44 
of  this  title,  the  tea  is  found  by  the  examiner  to  be 
equal  in  purity,  quality,  and  fitness  for  consumption 
to  the  standards  provided  in  sections  41-44  of  this 
title,  and  no  reexamination  shall  be  demanded  by  the 
collector  as  provided  in  section  47  of  this  title,  a 
permit  shall  at  once  be  granted  to  importer  or  consignee 
declaring  the  tea  free  from  the  control  of  the  customs 
authorities ;  but  if  on  examination  such  tea,  or  merchan- 
dise described  as  tea,  is  found,  in  the  opinion  of  the 
examiner,  to  be  inferior  in  purity,  quality,  and  fitness 
for  consumption  to  the  said  standards  the  importer  or 
consignee  shall  be  immediately  notified,  and  the  tea,  or 
merchandise  described  as  tea,  shall  not  be  released  by  the 
customhouse,  unless  on  a  reexamination  called  for  by  the 
importer  or  consignee  the  finding  of  the  examiner  shall 
be  found  to  be  erroneous.  Should  a  portion  of  the  invoice 
be  passed  by  the  examiner,  a  permit  shall  be  granted 
for  that  portion  and  the  remainder  held  for  further  ex- 
amination, as  provided  in  said  section  47.  (Mar.  2,  1897, 
ch.  358,  §5,  29  Stat.  605). 

§  46.  Examiners ;  examination  according  to  usages  of 
trade. 

The  examination  provided  for  by  sections  41-46  and 
47-50  of  this  title  shall  be  made  by  a  duly  qualified 
examiner  at  a  port  where  standard  samples  are  estab- 
lished, and  where  the  merchandise  is  entered  at  ports 
where  there  is  no  qualified  examiner,  the  examination 
shall  be  made  at  that  one  of  said  ports  which  is  nearest 
the  port  of  entry,  and  that  for  this  purpose  samples  of 
the  merchandise,  obtained  in  the  manner  prescribed  by 
section  44  of  this  title,  shall  be  forwarded  to  the  proper 
port  by  the  collector  or  chief  officer  at  the  port  of  entry. 
In  all  cases  of  examination  or  reexamination  of  teas,  or 
merchandise  described  as  tea,  by  examiners  or  the  United 
States  Board  of  Tea  Appeals  under  the  provisions  of  this 
chapter,  the  purity,  quality,  and  fitness  for  consumption 
of  the  same  shall  oe  tested  according  to  the  usage  and 
customs  of  the  tea  trade,  including  the  testing  of  an 
infusion  of  the  same  in  boiling  water,  and,  if  necessary, 
chemical  analysis.  (Mar.  2,  1897,  ch.  358,  §  7,  29  Stat. 
606;  May  31,  1920,  ch.  217,  41  Stat.  712,  713.) 

§46a.  Deposit  of  fee  before  examination  of  tea. 

On  and  after  July  1,  1940,  no  tea,  or  merchandise  de- 
scribed as  tea,  shall  be  examined  for  importation  into  the 
United  States,  or  released  by  the  Collector,  under  sec- 
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tions  41-46  and  47-50  of  this  title  unless  the  importer 
or  consignee  of  such  tea  or  merchandise,  prior  to  such 
examination,  has  paid  for  deposit  into  the  Treasury  of 
the  United  States  as  miscellaneous  receipts,  a  fee  of  3.5 
cents  for  each  hundredweight  or  fraction  thereof  of  such 
tea  and  merchandise.  (June  27,  1940,  ch.  437,  title  I,  54 
Stat,  632;  July  1, 1941,  ch.  269,  title  II,  55  Stat.  478.) 

§47.  United  States  Board  of  Tea  Appeals;  permit 
for  delivery;  exportation  or  destruction  of 
inferior  grades. 

In  case  the  collector,  importer,  or  consignee  shall  pro- 
test against  the  finding  of  the  examiner,  the  matter  in 
dispute  shall  be  referred  for  decision  to  the  United  States 
Board  of  Tea  Appeals,  to  consist  of  three  employees  of 
the  Department  of  Health,  Education,  and  Welfare  to  be 
designated  by  the  Secretary  of  Health,  Education,  and 
Welfare.  If  such  board  shall,  after  due  examination,  find 
the  tea  in  question  to  be  equal  in  purity,  quality,  and  fit- 
ness for  consumption  to  the  proper  standards,  a  permit 
shall  be  issued  by  the  collector  for  its  release  and  delivery 
to  the  importer ;  but  if  upon  such  final  reexamination  by 
such  board  the  tea  shall  be  found  to  be  inferior  in  purity, 
quality,  and  fitness  for  consumption  to  the  said  standards, 
the  importer  or  consignee  shall  give  a  bond,  with  security 
satisfactory  to  the  collector,  to  export  said  tea,  or  mer- 
chandise described  as  tea,  out  of  the  limits  of  the  United 
States  within  a  period  of  six  months  after  such  final  re- 
examination; and  if  the  same  shall  not  have  been  ex- 
ported within  the  time  specified,  the  collector,  at  the  ex- 
piration of  that  time,  shall  cause  the  same  to  be  de- 
stroyed. (Mar.  2, 1897,  ch.  358,  §  6,  29  Stat.  606;  May  31, 
1920,  ch.  217,  41  Stat.  712,  713 ;  1940  Reorg.  Plan  No.  IV, 
§  12,  eff.  June  30,  1940,  5  F.  R.  2421,  54  Stat.  1237.) 

§48.  Reexamination;  findings  by  examiner;  assist- 
ance of  experts. 

In  cases  of  reexamination  of  teas,  or  merchandise 
described  as  teas,  by  the  United  States  Board  of  Tea 
Appeals  in  pursuance  of  the  provisions  of  sections  41- 
46  and  47-50  of  this  title,  samples  of  the  tea,  or  mer- 
chandise described  as  tea,  in  dispute,  for  transmission 
to  such  board  for  its  decision,  shall  be  put  up  and  sealed 
by  the  examiner  in  the  presence  of  the  importer  or  con- 
signee if  he  so  desires,  and  transmitted  to  such  board, 
together  with  a  copy  of  the  finding  of  the  examiner, 
setting  forth  the  cause  of  condemnation  and  the  claim 
or  ground  of  the  protest  of  the  importer  relating  to  the 
same,  such  samples,  and  the  papers  therewith,  to  be  dis- 
tinguished by  such  mark  that  the  same  may  be  identified. 
The  decision  of  such  board  shall  be  in  writing,  signed 
by  them,  and  transmitted,  together  with  the  record  and 
samples,  within  three  days  after  the  rendition  thereof,  to 
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the  collector,  who  shall  forthwith  furnish  the  examiner 
and  the  importer  or  consignee  with  a  copy  of  said  de- 
cision or  finding.  The  United  States  Board  of  Tea  Ap- 
peals shall  be  authorized  to  obtain  the  advice,  when 
necessary,  of  persons  skilled  in  the  examination  of  teas, 
who  shall  each  receive  for  his  services  in  any  particular 
case  a  compensation  not  exceeding  $5.  (Mar.  2,  1897, 
ch.  358,  §  8,  29  Stat.  606;  May  31,  1920,  ch.  217,  41  Stat. 
712.) 

§  49.  Reimporting  rejected  teas ;  forfeiture. 

No  imported  teas  which  have  been  rejected  by  a  cus- 
toms examiner  or  by  the  United  States  Board  of  Tea 
Appeals,  and  exported  under  the  provisions  of  sections 
41-46  and  47-50  of  this  title,  shall  be  reimported  into 
the  United  States  under  the  penalty  of  forfeiture  for  a 
violation  of  this  prohibition.  (Mar.  2,  1897,  ch.  358,  §  9, 
29  Stat.  606;  May  31, 1920,  ch.  217,  41  Stat.  712.) 

§50.  Regulations. 

The  Secretary  of  Health,  Education,  and  Welfare 
shall  have  the  power  to  enforce  the  provisions  of  sections 
41^6  and  47-50  of  this  title  by  appropriate  regula- 
tions. (Mar.  2,  1897,  ch.  358,  §10,  29  Stat.  607; 
May  31,  1920,  ch.  217,  41  Stat.  712;  1940  Reorg.  Plan 
No.  IV,  §  12,  eff.  June  30,  1940,  5  F.  R.  2421,  54  Stat. 
1237;  1953  Reorg.  Plan  No.  165  eff.  Apr.  11,  1953,  18 
F.R.  2053, 67  Stat.  631.) 
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FEDERAL  IMPORT  MILK  ACT 

[Public  Law  69-625,  Approved  Feb.  15,  1927] 

AN  ACT  To  regulate  the  importation  of  milk  and  cream  into  the 
United  States  for  the  purpose  of  promoting  the  dairy  industry 
of  the   United   States   and  protecting   the   public   health 

PROHIBITION  OF  IMPORTATION  WITHOUT  PERMIT 

Sec.  1  [141].  That  on  and  after  May  16,  1927,  the  im- 
portation into  the  United  States  of  milk  and  cream  is 
prohibited  unless  the  person  by  whom  such  milk  or 
cream  is  shipped  or  transported  into  the  United  States 
holds  a  valid  permit  from  the  Secretary  of  Health,  Edu- 
cation, and  Welfare. 

MILK   OR   CREAM   WHEN   UNFIT   FOR   IMPORTATION 

Sec.  2  [142].  Milk  or  cream  shall  be  considered  unfit 
for  importation  (1)  when  all  cows  producing  such  milk 
or  cream  are  not  healthy  and  a  physical  examination  of 
all  such  cows  has  not  been  made  within  one  year  previous 
to  such  milk  being  offered  for  importation;  (2)  when 
such  milk  or  cream,  if  raw,  is  not  produced  from  cows 
which  have  passed  a  tuberculin  test  applied  by  a  duly 
authorized  official  veterinarian  of  the  United  States,  or 
of  the  country  in  which  such  milk  or  cream  is  produced, 
within  one  year  previous  to  the  time  of  the  importation, 
showing  that  such  cows  are  free  from  tuberculosis;  (3) 
when  the  sanitary  conditions  of  the  dairy  farm  or  plant 
in  which  such  milk  or  cream  is  produced  or  handled  do 
not  score  at  least  fift-v  points  out  of  one  hundred  points  ac- 
cording to  the  methods  for  scoring  as  provided  by  the 
score  cards  used  by  the  Bureau  of  Dairy  Industry  of  the 
United  States  Department  of  Agriculture  at  the  time  such 
dairy  farms  or  plants  are  scored;  (4)  in  the  case  of  raw 
milk  if  the  number  of  bacteria  per  cubic  centimeter  ex- 
ceeds three  hundred  thousand  and  in  the  case  of  raw 
cream  seven  hundred  and  fifty  thousand,  in  the  case  of 
pasteurized  milk  if  the  number  of  bacteria  per  cubic 
centimeter  exceeds  one  hundred  thousand,  and  in  the  case 
of  pasteurized  cream  five  hundred  thousand;  (5)  when 
the  temperature  of  milk  or  cream  at  the  time  of  importa- 
tion exceeds  fifty  degrees  Fahrenheit. 

Note. — References  in  brackets  [  ]  are  to  title  21  U.S.  Code. 
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inspection;  certified  statement  in  lieu  thereof; 
waiver  of  requirements  of  section  142  ;  regulations  ; 
suspension  and  revocation  of  permits 

Sec.  3  [143].  The  Secretary  of  Health,  Education,  and 
Welfare  shall  cause  such  inspections  to  be  made  as  are 
necessary  to  insure  that  milk  and  cream  are  so  produced 
and  handled  as  to  comply  with  the  provisions  of  section  2 
of  this  act,  and  in  all  cases  when  he  finds  that  such  milk 
and/or  cream  is  produced  and  handled  so  as  not  to  be 
unfit  for  importation  under  clauses  1,  2,  and  3  of  section 
2  of  this  act,  he  shall  issue  to  persons  making  application 
therefor  permits  to  ship  milk  and/or  cream  into  the 
United  States :  Provided.  That  in  lieu  of  the  inspections 
to  be  made  by  or  under  the  direction  of  the  Secretary  he 
may,  in  his  discretion,  accept  a  duly  certified  statement 
signed  by  a  duly  accredited  official  of  an  authorized  de- 
partment of  any  foreign  government  and/or  of  any  State 
of  the  United  States  or  any  municipality  thereof  that  the 
provisions  in  clauses  1,  2,  and  3  of  section  2  of  this  act 
have  been  complied  with.  Such  certificate  of  the  accred- 
ited official  of  an  authorized  department  of  any  foreign 
government  shall  be  in  the  form  prescribed  by  the  Secre- 
tary, who  is  authorized  and  directed  to  prescribe  such 
form,  as  well  as  rules  and  regulations  regulating  the  is- 
suance of  permits  to  import  milk  or  cream  into  the  United 
States. 

The  Secretary  is  authorized,  in  his  discretion,  to  waive 
the  requirement  of  section  2,  paragraph  4,  of  this  act 
when  issuing  permits  to  operators  of  condenseries  in 
which  milk  and/or  cream  is  used  when  sterilization  of  the 
milk  and/or  cream  is  a  necessary  process :  Provided,  how- 
ever. That  no  milk  and/or  cream  shall  be  imported  whose 
bacterial  count  per  cubic  centimeter  in  any  event  exceeds 
one  million  two  hundred  thousand:  Provided  further, 
That  such  requirements  shall  not  be  waived  unless  the 
farm  producing  such  milk  to  be  imported  is  within  a 
radius  of  fifteen  miles  of  the  condensery  in  which  it  is  to 
be  processed :  Provided  further,  That  if  milk  and/or 
cream  imported  when  the  requirements  of  section  2,  para- 
graph 4,  have  been  so  waived,  is  sold,  used,  or  disposed  of 
in  its  raw  state  or  otherwise  than  as  condensed  milk  by 
any  person,  the  permit  shall  be  revoked  and  the  importer 
shall  be  subject  to  fine,  imprisonment,  or  other  penalty 
prescribed  by  this  act. 

The  Secretary  is  directed  to  waive  the  requirements  of 
paragraphs  2  and  5  of  section  2  of  this  act  insofar  as  the 
same  relate  to  milk  when  issuing  permits  to  operators  of, 
or  to  producers  for  delivery  to,  creameries  and  condens- 
ing plants  in  the  United  States  within  twenty  miles  of  the 
point  of  production  of  the  milk,  and  who  import  no  raw 
milk  except  for  pasteurization  or  condensing:  Provided, 
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That  if  milk  imported  when  the  requirements  of  para- 
graphs 2  and  5  of  section  2  have  been  so  waived  is  sold, 
used,  or  disposed  of  in  its  raw  state,  or  otherwise  than  as 
pasteurized,  condensed,  or  evaporated  milk  by  any  per- 
son, the  permit  shall  be  revoked  and  the  importer  shall  be 
subjected  to  fine,  imprisonment,  or  other  penalty  pre- 
scribed by  this  act. 

The  Secretary  is  authorized  and  directed  to  make  and 
enforce  such  regulations  as  may  in  his  judgment  be  neces- 
sary to  carry  out  the  purpose  of  this  act  for  the  handling 
of  milk  and  cream,  for  the  inspection  of  milk,  cream, 
cows,  barns,  and  other  facilities  used  in  the  production 
and  handling  of  milk  and/or  cream  and  the  handling, 
keeping,  transporting,  and  importing  of  milk  and/or 
cream:  Provided,  however,  That  unless  and  until  the 
Secretary  shall  provide  for  inspections  to  ascertain  that 
paragraphs  1,  2,  and  3  of  section  2  have  been  com- 
plied with,  the  Secretary  shall  issue  temporary  permits 
to  any  applicants  therefor  to  ship  or  transport  milk  and/ 
or  cream  into  the  United  States. 

The  Secretary  is  authorized  to  suspend  or  revoke  any 
permit  for  the  shipment  of  milk  or  cream  into  the  United 
States  when  he  shall  find  that  the  holder  thereof  has 
failed  to  comply  with  the  provisions  of  or  has  violated 
this  act  or  any  of  the  regulations  made  hereunder,  or 
that  the  milk  and/or  cream  brought  or  shipped  by  the 
holder  of  such  permit  into  the  United  States  is  not  pro- 
duced and  handled  in  conformity  with,  or  that  the  qual- 
ity thereof  does  not  conform  to,  all  of  the  provisions  of 
section  2  of  this  act. 

UNLAWFUL  RECEIVING  OF  IMPORTED   MILK   OR   CREAM 

Sec.  4  [144].  It  shall  be  unlawful  for  any  person  in 
the  United  States  to  receive  milk  or  cream  imported  into 
the  United  States  unless  the  importation  is  in  accord- 
ance with  the  provisions  of  this  act. 

PENALTIES 

Sec.  5  [145].  Any  person  who  knowingly  violates  any 
provision  of  this  act  shall,  in  addition  to  all  other  penal- 
ties prescribed  by  law,  be  punished  by  a  fine  of  not  less 
than  $50  nor  more  than  $2,000,  or  by  imprisonment  for 
not  more  than  one  year,  or  by  both  such  fine  and  imprison- 
ment. 

APPROPRIATIONS 

Sec.  6  [146].  There  is  authorized  to  be  appropriated, 
out  of  any  moneys  in  the  Treasury  not  otherwise  appro- 
priated, the  sum  of  $50,000  per  annum,  to  enable  the 
Secretary  of  Health,  Education,  and  Welfare  to  carry 
out  the  provisions  of  this  act. 
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REPEAL   OF    INCONSISTENT   LAWS 

Sec.  7  [147].  Any  laws  or  parts  of  laws  inconsistent 
herewith  are  hereby  repealed. 

POWERS     OF     STATE     WITH     RESPECT     OF     MILK     OR     CREAM 
LAWFULLY   IMPORTED 

Sec.  8  [148].  Nothing  in  this  act  is  intended  nor  shall 
be  construed  to  affect  the  powers  of  any  State,  or  any 
political  subdivision  thereof,  to  regulate  the  shipment 
of  milk  or  cream  into,  or  the  handling,  sale,  or  other  dis- 
position of  milk  or  cream  in,  such  State  or  political  sub- 
division after  the  milk  and/or  cream  shall  have  been 
lawfully  imported  under  the  provisions  of  this  act. 


definitions:  "person 


,  "person"; 


Sec.  9  [149].  When  used  in  this  act — 

(a)  The  term  "person"  means  an  individual,  partner- 
ship, association,  or  corporation. 

(b)  The  term  "United  States"  means  the  fifty  States 
and  the  District  of  Columbia. 


FILLED  MILK 
[As  contained  in  title  21,  U.S.C.] 
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FILLED  MILK 

§61.  Filled  milk;  definitions. 

Whenever  used  in  this  chapter — 

(a)  The  term  "person"  includes  an  individual  partner- 
ship, corporation,  or  association ; 

(b)  The  term  "interstate  or  foreign  commerce"  means 
commerce  (1)  between  any  State,  Territory,  or  posses- 
sion, or  the  District  of  Columbia,  and  any  place  outside 
thereof;  (2)  between  points  within  the  same  State,  Ter- 
ritory, or  possession,  or  within  the  District  of  Columbia, 
but  through  any  place  outside  thereof;  or  (3)  within 
any  Territory  or  possession,  or  within  the  District  of 
Columbia ;  and 

(c)  The  term  "filled  milk"  means  any  milk,  cream,  or 
skimmed  milk,  whether  or  not  condensed,  evaporated, 
concentrated,  powdered,  dried,  or  desiccated,  to  which 
has  been  added,  or  which  has  been  blended  or  com- 
pounded with,  any  fat  or  oil  other  than  milk  fat,  so  that 
the  resulting  product  is  in  imitation  or  semblance  of  milk, 
cream,  or  skimmed  milk,  whether  or  not  condensed,  evap- 
orated, concentrated,  powdered,  dried,  or  desiccated.  This 
definition  shall  not  include  any  distinctive  proprietary 
food  compound  not  readily  mistaken  in  taste  for  milk 
or  cream  or  for  evaporated,  condensed,  or  powdered 
milk,  or  cream  where  such  compound  ( 1 )  is  prepared  and 
designed  for  feeding  infants  and  young  children  and 
customarily  used  on  the  order  of  a  physician;  (2)  is 
packed  in  individual  cans  containing  not  more  than 
sixteen  and  one-half  ounces  and  bearing  a  label  in  bold 
type  that  the  content  is  to  be  used  only  for  said  pur- 
pose; (3)  is  shipped  in  interstate  or  foreign  commerce 
exclusively  to  physicians,  wholesale  and  retail  druggists, 
orphan  asylums,  child-welfare  associations,  hospitals, 
and  similar  institutions  and  generally  disposed  of  by 
them.  (Mar.  4, 1923,  ch.  262,  §  1,  42  Stat.  1486.) 

§  62.  Same,  manufacture,  shipment,  or  delivery  for 
shipment  in  interstate  or  foreign  commerce 
prohibited. 

It  is  declared  that  filled  milk,  as  defined  in  section  61 
of  this  title  is  an  adulterated  article  of  food,  injurious  to 
the  public  health,  and  its  sale  constitutes  a  fraud  upon  the 
public.  It  shall  be  unlawful  for  any  person  to  manufac- 
ture within  any  Territory  or  possession,  or  within  the 
District  of  Columbia,  or  to  ship  or  deliver  for  shipment  in 
interstate  or  foreign  commerce,  any  filled  milk.  (Mar.  4, 
1923,  ch.  262,  §  2,  42  Stat.  1487.) 
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§  63.  Same;  penalty  for  violations  of  law;  acts,  omis- 
sions, and  so  forth,  of  agents. 

Any  person  violating  any  provision  of  this  chapter 
shall  upon  conviction  thereof  be  subject  to  a  fine  of  not 
more  than  $1,000  or  imprisonment  of  not  more  than  one 
year,  or  both.  When  construing  and  enforcing  the  provi- 
sions of  said  sections,  the  act,  omission,  or  failure  of  any 
person  acting  for  or  employed  by  any  individual,  part- 
nership, corporation,  or  association,  within  the  scope  of 
his  employment  or  office,  shall  in  every  case  be  deemed  the 
act,  omission,  or  failure,  of  such  individual,  partnership, 
corporation,  or  association,  as  well  as  of  such  person. 
(Mar.  4, 1923,  ch.  262,  §  3, 42  Stat.  1487.) 

§  64.  Same ;  regulations  for  enforcement. 

The  Secretary  of  Health,  Education,  and  Welfare  is 
authorized  and  directed  to  make  and  enforce  such  regu- 
lations as  may  in  his  judgment  be  necessary  to  carry  out 
the  purposes  of  this  chapter.  (Mar.  4,  1923,  ch.  262,  §  4, 
as  added  Aug.  27, 1935,  ch.  743,  49  Stat.  885 ;  1940  Reorg. 
Plan  No.  IV,  §  12,  eff.  June  30, 1940,  5  F.R.  2421,  54  Stat. 
1237;  1953  Reorg.  Plan  No.  1,  §  5,  eff.  Apr.  11,  1953,  18 
F.R.  2053, 67  Stat.  63.) 
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ADMINISTRATIVE  PROCEDURE  PROVISIONS 

Title  5,  United  States  Code 

Chapter  5.— ADMINISTRATIVE  PROCEDURE 

SUBCHAPTER   II. ADMINISTRATIVE   PROCEDURE 

§551.  Definitions 

For  the  purpose  of  this  subchapter — 

(1)  "agency"  means  each  authority  of  the  Government  of  the 
United  States,  whether  or  not  it  is  within  or  subject  to  review  by 
another  agency,  but  does  not  include — 

(A)  the  Congress; 

(B)  the  courts  of  the  United  States ; 

(C)  the  governments  of  the  territories  or  possessions  of  the 
United  States; 

(D)  the  government  of  the  District  of  Columbia ; 
or  except  as  to  the  requirements  of  section  552  of  this  title — 

(E)  agencies  composed  of  representatives  of  the  parties  or 
of  representatives  of  organizations  of  the  parties  to  the  dis- 
putes determined  by  them ; 

(F)  courts  martial  and  military  commissions ; 

(G)  military  authority  exercised  in  the  field  in  time  of  war 
or  in  occupied  territory ;  or 

(H)  functions  conferred  by  sections  1738,  1739,  1743,  and 
1744  of  title  12 ;  chapter  2  of  title  41 ;  or  sections  1622,  1884, 
1891-1902,  and  former  section  1641(b)(2),  of  title  50, 
appendix ; 

(2)  "person"  includes  an  individual,  partnership,  corporation, 
association,  or  public  or  private  organization  other  than  an 
agency; 

(3)  "party"  includes  a  person  or  agency  named  or  admitted  as 
a  party,  or  properly  seeking  and  entitled  as  of  right  to  be  ad- 
mitted as  a  party,  in  an  agency  proceeding,  and  a  person  or  agency 
admitted  by  an  agency  as  a  party  for  limited  purposes ; 

(4)  "rule"  means  the  whole  or  a  part  of  an  agency  statement  of 
general  or  particular  applicability  and  future  effect  designed  to 
implement,  interpret,  or  prescribe  law  or  policy  or  describing  the 
organization,  procedure,  or  practice  requirements  of  an  agency 
and  includes  the  approval  or  prescription  for  the  future  of  rates, 
wages,  corporate  of  financial  structures  or  reorganizations  there- 
of, prices,  facilities,  appliances,  services  or  allowances  therefor  or 
of  valuations,  costs,  or  accounting  or  practices  bearing  on  any  of 
the  foregoing ; 

(5)  "rule  making"  means  agency  process  for  formulating, 
amending,  or  repealing  a  rule ; 

(a5) 
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(6)  "order"  means  the  whole  or  a  part  of  a  final  disposition, 
whether  affirmative,  negative,  injunctive,  or  declaratory  in  form, 
of  an  agency  in  a  matter  other  than  rule  making  but  including 
licensing ; 

(7)  "adjudication"  means  agency  process  for  the  formulation 
of  an  order ; 

(8)  "license"  includes  the  whole  or  a  part  of  an  agency  permit, 
certificate,  approval,  registration,  charter,  membership,  statutory 
exemption  or  other  form  of  permission ; 

(9)  "licensing"  includes  agency  process  respecting  the  grant, 
renewal,  denial,  revocation,  suspension,  annulment,  withdrawal, 
limitation,  amendment,  modification,  or  conditioning  of  a  license; 

(10)  "sanction"  includes  the  whole  or  a  part  of  an  agency — 

(A)  prohibition,  requirement,  limitation,  or  other  condi- 
tion affecting  the  freedom  of  a  person ; 

( B )  withholding  of  relief ; 

( C )  imposition  of  penalty  or  fine ; 

(D)  destruction,  taking,  seizure,  or  withholding  of 
property ; 

(E)  assessment  of  damages,  reimbursement,  restitution, 
compensation,  costs,  charges,  or  fees ; 

(F)  requirement,  revocation,  or  suspension  of  a  license;  or 

(G)  taking  other  compulsory  or  restrictive  action ; 

(11)  "relief"  includes  the  whole  or  a  part  of  an  agency — 

(A)  grant  of  money,  assistance,  license,  authority,  exemp- 
tion, exception,  privilege,  or  remedy ; 

(B)  recognition  of  a  claim,  right,  immunity,  privilege, 
exemption,  or  exception ;  or 

(C)  taking  of  other  action  on  the  application  or  petition 
of,  and  beneficial  to,  a  person ; 

(12)  "agency  proceeding"  means  an  agency  process  as  defined 
by  paragraphs  (5),  (7),  and  (9)  of  this  section ; 

(13)  "agency  action"  includes  the  whole  or  part  of  an  agency 
rule,  order,  license,  sanction,  relief,  or  the  equivalent  or  denial 
thereof,  or  failure  to  act ;  and 

(14)  "ex  parte  communication"  means  an  oral  or  written  com- 
munication not  on  the  public  record  with  respect  to  which  reason- 
able prior  notice  to  all  parties  is  not  given,  but  it  shall  not  include 
requests  for  status  reports  on  any  matter  or  proceeding  covered  by 
this  subchapter. 

§  552.  Public  information ;  agency  rules,  opinions,  orders,  records, 
and  proceedings 

(a)  Each  agency  shall  make  available  to  the  public  information  as 
follows : 

(1)  Each  agency  shall  separately  state  and  currently  publish  in 
the  Federal  Register  for  the  guidance  of  the  public — 

(A)  descriptions  of  its  central  and  field  organization  and 
the  established  places  at  which,  the  employees  (and  in  the 
case  of  a  uniformed  service,  the  members)  from  whom,  and 
the  methods  whereby,  the  public  may  obtain  information, 
make  submittals  or  requests,  or  obtain  decisions; 
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(B)  statements  of  the  general  course  and  method  by  which 
its  functions  are  channeled  and  determined,  including  the 
nature  and  requirements  of  all  formal  and  informal  proce- 
dures available ; 

(C)  rules  of  procedure,  descriptions  of  forms  available  or 
the  places  at  which  forms  may  be  obtained,  and  instructions 
as  to  the  scope  and  contents  of  all  papers,  reports,  or 
examinations; 

(D)  substantive  rules  of  general  applicability  adopted  as 
authorized  by  law.  and  statements  of  general  policy  or  inter- 
pretations of  general  applicability  formulated  and  adopted 
by  the  agency ;  and 

(E)  each  amendment,  revision,  or  repeal  of  the  foregoing. 
Except  to  the  extent  that  a  person  has  actual  and  timely  notice  of 
the  terms  thereof,  a  person  may  not  in  any  manner  be  required  to 
resort  to,  or  be  adversely  affected  by,  a  matter  required  to  be  pub- 
lished in  the  Federal  Register  and  not  so  published.  For  the  pur- 
pose of  this  paragraph,  matter  reasonably  available  to  the  class  of 
persons  affected  thereby  is  deemed  published  in  the  Federal  Regis- 
ter when  incorporated  by  reference  therein  with  the  approval  of 
the  Director  of  the  Federal  Register. 

(2)  Each  agency,  in  accordance  with  published  rules,  shall  make 
available  for  public  inspection  and  copying — 

(A)  final  opinions,  including  concurring  and  dissenting 
opinions,  as  well  as  orders,  made  in  the  adjudication  of  cases; 

(B)  those  statements  of  policy  and  interpretations  which 
have  been  adopted  by  the  agency  and  are  not  published  in  the 
Federal  Register;  and 

(C)  administrative  staff  manuals  and  instructions  to  staff 
that  affect  a  member  of  the  public ; 

unless  the  materials  are  promptly  published  and  copies  offered  for 
sale.  To  the  extent  required  to  prevent  a  clearly  unwarranted  inva- 
sion of  personal  privacy,  an  agency  may  delete  identifying  details 
when  it  makes  available  or  publishes  an  opinion,  statement  of 
policy,  interpretation,  or  staff  manual  or  instruction.  However,  in 
each  case  the  justification  for  the  deletion  shall  be  explained  fully 
in  writing.  Each  agency  shall  also  maintain  and  make  available 
for  public  inspection  and  copying  current  indexes  providing 
identifying  information  for  the  public  as  to  any  matter  issued, 
adopted,  or  promulgated  after  July  4,  1967,  and  required  by  this 
paragraph  to  be  made  available  or  published.  Each  agency  shall 
promptly  publish,  quarterly  or  more  frequently,  and  distribute 
(by  sale  or  otherwise)  copies  of  each  index  or  supplements  thereto 
unless  it  determines  by  order  published  in  the  Federal  Register 
that  the  publication  would  be  unnecessary  and  impracticable,  in 
which  case  the  agency  shall  nonetheless  provide  copies  of  such 
index  on  request  at  a  cost  not  to  exceed  the  direct  cost  of  dupli- 
cation. A  final  order,  opinion,  statement  of  policy,  interpretation, 
or  staff  manual  or  instruction  that  affects  a  member  of  the  public 
may  be  relied  on,  used,  or  cited  as  precedent  by  an  agency  against 
a  party  other  than  an  agency  only  if — 

(i)  it  has  been  indexed  and  either  made  available  or  pub- 
lished as  provided  by  this  paragraph;  or 
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(ii)   the  party  has  actual  and  timely  notice  of  the  terms 
thereof. 

(3)  Except  with  respect  to  the  records  made  available  under 
paragraphs  (1)  and  (2)  of  this  subsection,  each  agency,  upon  any 
request  for  records  which  (A)  reasonably  describes  such  records 
and  (B)  is  made  in  accordance  with  published  rules  stating  the 
time,  place,  fees  (if  any),  and  procedures  to  be  followed,  shall 
make  the  records  promptly  available  to  any  person. 

(4)  (A)  In  order  to  carry  out  the  provisions  of  this  section, 
each  agency  shall  promulgate  regulations,  pursuant  to  notice  and 
receipt  of  public  comment,  specifying  a  uniform  schedule  of  fees 
applicable  to  all  constituent  units  of  such  agency.  Such  fees  shall 
be  limited  to  reasonable  standard  charges  for  document  search  and 
duplication  and  provide  for  recovery  of  only  the  direct  costs  of 
such  search  and  duplication.  Documents  shall  be  furnished  with- 
out charge  or  at  a  reduced  charge  where  the  agency  determines 
that  waiver  or  reduction  of  the  fee  is  in  the  public  interest  because 
furnishing  the  information  can  be  considered  as  primarily  bene- 
fiting the  general  public 

(B)  On  complaint,  the  district  court  of  the  United  States  in 
the  district  in  which  the  complainant  resides,  or  has  his  principal 
place  of  business,  or  in  which  the  agency  records  are  situated,  or 
in  the  District  of  Columbia,  has  jurisdiction  to  enjoin  the  agency 
from  withholding  agency  records  and  to  order  the  production  of 
any  agency  records  improperly  withheld  from  the  complainant.  In 
such  a  case  the  court  shall  determine  the  matter  de  novo,  and 
may  examine  the  contents  of  such  agency  records  in  camera  to 
determine  whether  such  records  or  any  part  thereof  shall  be  with- 
held under  any  of  the  exemptions  set  forth  in  subsection  (b)  of 
this  section,  and  the  burden  is  on  the  agency  to  sustain  its  action. 

(C)  Notwithstanding  any  other  provision  of  law,  the  defend- 
ant shall  serve  an  answer  or  otherwise  plead  to  any  complaint 
made  under  this  subsection  within  thirty  days  after  service  upon 
the  defendant  of  the  pleading  in  which  such  complaint  is  made, 
unless  the  court  otherwise  directs  for  good  cause  shown. 

(D)  Except  as  to  cases  the  court  considers  of  greater  importance, 
proceedings  before  the  district  court,  as  authorized  by  this  subsec- 
tion, and  appeals  therefrom,  take  precedence  on  the  docket  over 
all  cases  and  shall  be  assigned  for  hearing  and  trial  or  for  argu- 
ment at  the  earliest  practicable  date  and  expedited  in  every  way. 

(E)  The  court  may  assess  against  the  United  States  reasonable 
attorney  fees  and  other  litigation  costs  reasonably  incurred  in  any 
case  under  this  section  in  which  the  complainant  has  substantially 
prevailed. 

(F)  Whenever  the  court  orders  the  production  of  any  agency 
records  improperly  withheld  from  the  complainant  and  assesses 
against  the  United  States  reasonable  attorney  fees  and  other  liti- 
gation costs,  and  the  court  additionally  issues  a  written  finding 
that  the  circumstances  surrounding  the  withholding  raise  ques- 
tions whether  agency  personnel  acting  arbitrarily  or  capriciously 
with  respect  to  the  withholding,  the  Civil  Service  Commission 
shall  promptly  initiate  a  proceeding  to  determine  whether  disci- 
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plinary  action  is  warranted  against  the  officer  or  employee  who 
was  primarily  responsible  for  the  withholding.  The  Commission, 
after  investigation  and  consideration  of  the  evidence  submitted, 
shall  submit  its  findings  and  recommendations  to  the  administra- 
tive authority  of  the  agency  concerned  and  shall  send  copies  of  the 
findings  and  recommendations  to  the  officer  or  employee  or  his  rep- 
resentative. The  administrative  authority  shall  take  the  corrective 
action  that  the  Commission  recommends. 

(G)  In  the  event  of  noncompliance  with  the  order  of  the  court, 
the  district  court  may  punish  for  contempt  the  responsible  em- 
ployee, and  in  the  case  of  a  uniformed  service,  the  responsible 
member. 

(5)  Each  agency  having  more  than  one  member  shall  maintain 
and  make  available  for  public  inspection  a  record  of  the  final  votes 
of  each  member  in  every  agency  proceeding. 

(6)  (A)  Each  agency,  upon  any  request  for  records  made  under 
paragraph  (1),  (2),  or  (3)  of  this  subsection  shall — 

(i)  determine  within  ten  days  (excepting  Saturdays,  Sun- 
days, and  legal  public  holidays)  after  the  receipt  of  any  such 
request  whether  to  comply  with  such  request  and  shall  im- 
mediately notify  the  person  making  such  request  of  such  de- 
termination and  the  reasons  therefor,  and  of  the  right  of  such 
person  to  appeal  to  the  head  of  the  agency  any  adverse  de- 
termination; and 

(ii)  make  a  determination  with  respect  to  any  appeal  with- 
in twenty  days   (excepting  Saturdays,  Sundays,  and  legal 
public  holidays)  after  the  receipt  of  such  appeal.  If  on  appeal 
the  denial  of  the  request  for  records  is  in  whole  or  in  part 
upheld,  the  agency  shall  notify  the  person  making  such 
request  of  the  provisions  for  judicial  review  of  that  deter- 
mination under  paragraph  (4)  of  this  subsection. 
(B)    In  unusual  circumstances  as  specified  in  this  subpara- 
graph, the  time  limits  prescribed  in  either  clause  (i)  or  clause 
(ii)  of  subparagraph  (A)  may  be  extended  by  written  notice  to 
the  person  making  such  request  setting  forth  the  reasons  for  such 
extension  and  the  date  on  which  a  determination  is  expected  to 
be  dispatched.  No  such  notice  shall  specify  a  date  that  would  re- 
sult in  an  extension  for  more  than  ten  working  days.  As  used  in 
this  subparagraph,  "unusual  circumstances"  means,  but  only  to 
the  extent  reasonably  necessary  to  the  proper  processing  of  the 
particular  request — 

(i)  the  need  to  search  for  and  collect  the  requested  records 
from  field  facilities  or  other  establishments  that  are  separate 
from  the  office  processing  the  request ; 

(ii)  the  need  to  search  for,  collect,  and  appropriately  ex- 
amine a  voluminous  amount  of  separate  and  distinct  records 
which  are  demanded  in  a  single  request ;  or 

(iii)  the  need  for  consultation,  which  shall  be  conducted 
with  all  practicable  speed,  with  another  agency  having  a  sub- 
stantial interest  in  the  determination  of  the  request  or  among 
two  or  more  components  of  the  agency  having  substantial 
subject-matter  interest  therein. 
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(C)  Any  person  making  a  request  to  any  agency  for  records 
under  paragraph  (1),  (2)  or  (3)  of  this  subsection  shall  be 
deemed  to  have  exhausted  his  administrative  remedies  with  re- 
spect to  such  request  if  the  agency  fails  to  comply  with  the  appli- 
cable time  limit  provisions  of  this  paragraph.  If  the  Government 
can  show  exceptional  circumstances  exist  and  that  the  agency 
is  exercising  due  diligence  in  responding  to  the  request,  the  court 
may  retain  jurisdiction  and  allow  the  agency  additional  time  to 
complete  its  review  of  the  records.  Upon  any  determination  by  an 
agency  to  comply  with  a  request  for  records,  the  records  shall  be 
made  promptly  available  to  such  person  making  such  request.  Any 
notification  of  denial  of  any  request  for  records  under  this  sub- 
section shall  set  forth  the  names  and  titles  or  positions  of  each 
person  responsible  for  the  denial  of  such  request, 
(b)  This  section  does  not  apply  to  matters  that  are — 

(1)(A)  specifically  authorized  under  criteria  established  by 
an  Executive  order  to  be  kept  secret  in  the  interest  of  national 
defense  or  foreign  policy  and  (B)  are  in  fact  properly  classified 
pursuant  to  such  Executive  order ; 

(2)  related  solely  to  the  internal  personnel  rules  and  practices 
of  an  agency ; 

(3)  specifically  exempted  from  disclosure  by  statute  (other 
than  section  552b  of  this  title),  provided  that  such  statute  (A) 
requires  that  the  matters  be  withheld  from  the  public  in  such  a 
manner  as  to  leave  no  discretion  on  the  issue,  or  (B)  establishes 
particular  criteria  for  withholding  or  refers  to  particular  types 
of  matters  to  be  withheld ; 

(4)  trade  secrets  and  commercial  or  financial  information  ob- 
tained from  a  person  and  privileged  or  confidential ; 

(5)  inter-agency  or  intra-agency  memorandums  or  letters 
which  would  not  be  available  by  law  to  a  party  other  than  an 
agency  in  litigation  with  the  agency ; 

(6)  personnel  and  medical  files  and  similar  files  the  disclosure 
of  which  would  constitute  a  clearly  unwarranted  invasion  of  per- 
sonal privacy ; 

(7)  investigatory  records  compiled  for  law  enforcement  pur- 
poses, but  only  to  the  extent  that  the  production  of  such  records 
would  (A)  interfere  with  enforcement  proceedings,  (B)  deprive 
a  person  of  a  right  to  a  fair  trial  or  an  impartial  adjudication, 
(C)  constitute  an  unwarranted  invasion  of  personal  privacy,  (D) 
disclose  the  identity  of  a  confidential  source  and,  in  the  case  of  a 
record  compiled  by  a  criminal  law  enforcement  authority  in  the 
course  of  a  criminal  investigation,  or  by  an  agency  conducting  a 
lawful  national  security  intelligence  investigation,  confidential 
information  furnished  only  by  the  confidential  source,  (E)  dis- 
close investigative  techniques  and  procedures,  or  (F)  endanger 
the  life  or  physical  safety  of  law  enforcement  personnel ; 

(8)  contained  in  or  related  to  examination,  operating,  or  con- 
dition reports  prepared  by,  on  behalf  of,  or  for  the  use  of  an 
agency  responsible  for  the  regulation  or  supervision  of  financial 
institution;  or 

(9)  geological  and  geophysical  information  and  data,  includ- 
ing maps,  concerning  wells. 
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Any  reasonably  segregable  portion  of  a  record  shall  be  provided  to 
any  person  requesting  such  record  after  deletion  of  the  portions  which 
are  exempt  under  this  subsection. 

(c)  This  section  does  not  authorize  withholding  of  information  or 
limit  the  availability  of  records  to  the  public,  except  as  specifically 
stated  in  this  section.  This  section  is  not  authority  to  withhold  infor- 
mation from  Congress. 

(d)  On  or  before  March  1  of  each  calendar  year,  each  agency  shall 
submit  a  report  covering  the  preceding  calendar  year  to  the  Speaker 
of  the  House  of  Representatives  and  President  of  the  Senate  for  re- 
ferral to  the  appropriate  committees  of  the  Congress.  The  report  shall 
include — 

(1)  the  number  of  determinations  made  by  such  agency  not 
to  comply  with  requests  for  records  made  to  such  agency  under 
subsection  (a)  and  the  reasons  for  each  such  determination; 

(2)  the  number  of  appeals  made  by  persons  under  subsection 
(a)  (6),  the  result  of  such  appeals,  and  the  reason  for  the  action 
upon  each  appeal  that  results  in  a  denial  of  information ; 

(3)  the  names  and  titles  or  positions  of  each  person  respon- 
sible for  the  denial  of  records  requested  under  this  section,  and 
the  number  of  instances  of  participation  for  each ; 

(4)  the  results  of  each  proceeding  conducted  pursuant  to  sub- 
section (a)  (4)  (F),  including  a  report  of  the  disciplinary  action 
taken  against  the  officer  or  employee  who  was  primarily  responsi- 
ble for  improperly  withholding  records  or  an  explanation  of  why 
disciplinary  action  was  not  taken ; 

(5)  a  copy  of  every  rule  made  by  such  agency  regarding  this 
section ; 

(6)  a  copy  of  the  fee  schedule  and  the  total  amount  of  fees  col- 
lected by  the  agency  for  making  records  available  under  this 
section;  and 

(7)  such  other  information  as  indicates  efforts  to  administer 
fully  this  section. 

The  Attorney  General  shall  submit  an  annual  report  on  or  before 
March  1  of  each  calendar  year  which  shall  include  for  the  prior 
calendar  year  a  listing  of  the  number  of  cases  arising  under  this  sec- 
tion, the  exemption  involved  in  each  case,  the  disposition  of  such  case, 
and  the  cost,  fees,  and  penalties  assessed  under  subsections  (a)  (4)  (E), 
(F)  and  (G) .  Such  report  shall  also  include  a  description  of  the  efforts 
undertaken  by  the  Department  of  Justice  to  encourage  agency  com- 
pliance with  this  section. 

(e)  For  purposes  of  this  section,  the  term  "agency"  as  defined  in 
section  551(1)  of  this  title  includes  any  executive  department,  mili- 
tary department,  Government  corporation,  Government  controlled 
corporation,  or  other  establishment  in  the  executive  branch  of  the 
Government  (including  the  Executive  Office  of  the  President),  or  any 
independent  regulatory  agency. 

§  552a.  Records  maintained  on  individuals 

(a)   Definitions. — For  purposes  of  this  section — 

(1)  the  term  "agency"  means  agency  as  defined  in  section 
552(e)  of  this  title; 
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(2)  the  term  "individual"  means  a  citizen  of  the  United  States 
or  an  alien  lawfully  admitted  for  permanent  residence; 

(3)  the  term  "maintain"  includes  maintain,  collect,  use,  or 
disseminate; 

(4)  the  term  "record"  means  any  item,  collection,  or  grouping 
of  information  about  an  individual  that  is  maintained  by  an 
agency,  including,  but  not  limited  to,  his  education,  financial 
transactions,  medical  history,  and  criminal  or  employment  history 
and  that  contains  his  name,  or  the  identifying  number,  symbol, 
or  other  identifying  particular  assigned  to  the  individual,  such  as 
a  finger  or  voice  print  or  a  photograph  ; 

(5)  the  term  "system  of  records"  means  a  group  of  any  records 
under  the  control  of  any  agency  from  which  information  is  re- 
trieved by  the  name  of  the  individual  or  by  some  identifying 
number,  symbol,  or  other  identifying  particular  assigned  to  the 
individual ; 

(6)  the  term  "statistical  record"  means  a  record  in  a  system 
of  records  maintained  for  statistical  research  or  reporting  pur- 
poses only  and  not  used  in  whole  or  in  part  in  making  any  deter- 
mination about  an  identifiable  individual,  except  as  provided  by 
section  8  of  title  13 ;  and 

(7)  the  term  "routine  use"  means,  with  respect  to  the  disclosure 
of  a  record,  the  use  of  such  record  for  a  purpose  which  is  com- 
patible with  the  purpose  for  which  it  was  collected. 

(b)  Conditions  of  Disclosure. — No  agency  shall  disclose  any 
record  which  is  contained  in  a  system  of  records  by  any  means  of  com- 
munication to  any  person,  or  to  another  agency,  except  pursuant  to  a 
written  request  by,  or  with  the  prior  written  consent  of,  the  individual 
to  whom  the  record  pertains,  unless  disclosure  of  the  record  would 
be— 

( 1 )  to  those  officers  and  employees  of  the  agency  which  main- 
tains the  record  who  have  a  need  for  the  record  in  the  performance 
of  their  duties ; 

(2)  required  under  section  552  of  this  title ; 

(3)  for  a  routine  use  as  defined  in  subsection  (a)  (7)  of  this 
section  and  described  under  subsection  (e)  (4)  (D)  of  this  section; 

(4)  to  the  Bureau  of  the  Census  for  purposes  of  planning  or 
carrying  out  a  census  or  survey  or  related  activity  pursuant  to  the 
provisions  of  title  13 ; 

(5)  to  a  recipient  who  has  provided  the  agency  with  advance 
adequate  written  assurance  that  the  record  will  be  used  solely  as 
a  statistical  research  or  reporting  record,  and  the  record  is  to  be 
transferred  in  a  form  that  is  not  individually  identifiable ; 

(6)  to  the  National  Archives  of  the  United  States  as  a  record 
which  has  sufficient  historical  or  other  value  to  warrant  its  con- 
tinued preservation  by  the  United  States  Government,  or  for 
evaluation  by  the  Administrator  of  General  Services  or  his  des- 
ignee to  determine  whether  the  record  has  such  value ; 

(7)  to  another  agency  or  to  an  instrumentality  of  any  govern- 
mental jurisdiction  within  or  under  the  control  of  the  United 
States  for  a  civil  or  criminal  law  enforcement  activity  if  the 
activity  is  authorized  by  law,  and  if  the  head  of  the  agency  or 
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instrumentality  has  made  a  written  request  to  the  agency  which 
maintains  the  record  specifying  the  particular  portion  desired  and 
the  law  enforcement  activity  for  which  the  record  is  sought; 

(8)  to  a  person  pursuant  to  a  showing  of  compelling  circum- 
stances affecting  the  health  or  safety  of  an  individual  if  upon  such 
disclosure  notification  is  transmitted  to  the  last  known  address  of 
such  individual ; 

(9)  to  either  House  of  Congress,  or,  to  the  extent  of  matter 
within  its  jurisdiction,  any  committee  or  subcommittee  thereof, 
any  joint  committee  of  Congress  or  subcommittee  of  any  such 
joint  committee ; 

(10)  to  the  Comptroller  General,  or  any  of  his  authorized  rep- 
resentatives, in  the  course  of  the  performance  of  the  duties  of 
the  General  Accounting  Office ;  or 

(11)  pursuant  to  the  order  of  a  court  of  competent  jurisdic- 
tion. 

(c)  Accolnting   of   Certain   Disclosures. — Each  agency,   with 
respect  to  each  system  of  records  under  its  control,  shall — 

(1)  except  for  disclosures  made  under  subsections  (b)(1)  or 
(b) (2)  of  this  section,  keep  an  accurate  accounting  of — 

(A)  the  date,  nature,  and  purpose  of  each  disclosure  of 
a  record  to  any  person  or  to  another  agency  made  under 
subsection  (b)  of  this  section ;  and 

(B)  the  name  and  address  of  the  person  or  agency  to 
whom  the  disclosure  is  made ; 

(2)  retain  the  accounting  made  under  paragraph  (1)  of  this 
subsection  for  at  least  five  years  or  the  life  of  the  record,  which- 
ever is  longer,  after  the  disclosure  for  which  the  accounting  is 
made; 

(3)  except  for  disclosures  made  under  subsection  (b)  (7)  of 
this  section,  make  the  accounting  made  under  paragraph  (1)  of 
this  subsection  available  to  the  individual  named  in  the  record 
at  his  request ;  and 

(4)  inform  any  person  or  other  agency  about  any  correction 
or  notation  of  dispute  made  by  the  agency  in  accordance  with 
subsection  (d)  of  this  section  of  any  record  that  has  been  dis- 
closed to  the  person  or  agency  if  an  accounting  of  the  disclosure 
was  made. 

(d)  Access  to  Records. — Each  agency  that  maintains  a  system 
of  records  shall — 

(1)  upon  request  by  any  individual  to  gain  access  to  his  record 
or  to  any  information  pertaining  to  him  which  is  contained  in  the 
system,  permit  him  and  upon  his  request,  a  person  of  his  own 
choosing  to  accompany  him,  to  review  the  record  and  have  a  copy 
made  of  all  or  any  portion  thereof  in  a  form  comprehensible  to 
him,  except  that  the  agency  may  require  the  individual  to  furnish 
a  written  statement  authorizing  discussion  of  that  individual's 
record  in  the  accompanying  person's  presence ; 

(2)  permit  the  individual  to  request  amendment  of  a  record 
pertaining  to  him  and — 

(A)  not  later  than  10  days  (excluding  Saturdays,  Sun- 
days, and  legal  public  holidays)  after  the  date  of  receipt  of 
such  request,  acknowledge  in  writing  such  receipt ;  and 
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(B)  promptly,  either — 

(i)  make  any  correction  of  any  portion  thereof  which 
the  individual  believes  is  not  accurate,  relevant,  timely, 
or  complete ;  or 

(ii)  inform  the  individual  of  its  refusal  to  amend  the 
record  in  accordance  with  his  requests,  the  reason  for 
the  refusal,  the  procedures  established  by  the  agency 
for  the  individual  to  request  a  review  of  that  refusal  by 
the  head  of  the  agency  or  an  officer  designated  by  the 
head  of  the  agency,  and  the  name  and  business  address 
of  that  official ; 

(3)  permit  the  individual  who  disagrees  with  the  refusal  of  the 
agency  to  amend  his  record  to  request  a  review  of  such  refusal, 
and  not  later  than  30  days  (excluding  Saturdays,  Sundays,  and 
legal  public  holidays)  from  the  date  on  which  the  individual 
requests  such  review,  complete  such  review  and  make  a  final 
determination  unless,  for  good  cause  shown,  the  head  of  the  agency 
extends  such  30-day  period ;  and,  if  after  his  review,  the  reviewing 
official  also  refuses  to  amend  the  record  in  accordance  with  the 
request,  permit  the  individual  to  file  with  the  agency  a  concise 
statement  setting  forth  the  reasons  for  his  disagreement  with  the 
refusal  of  the  agency,  and  notify  the  individual  of  the  provisions 
for  judicial  review  of  the  reviewing  official's  determination  under 
subsection  (g)  (1)  (A)  of  this  section ; 

(4)  in  any  disclosure,  containing  information  about  which  the 
individual  has  filed  a  statement  of  disagreement,  occurring  after 
the  filing  of  the  statement  under  paragraph  (3)  of  this  subsec- 
tion, clearly  note  any  portion  of  the  record  which  is  disputed  and 
provide  copies  of  the  statement  and,  if  the  agency  deems  it  ap- 
propriate, copies  of  a  concise  statement  of  the  reasons  of  the 
agency  for  not  making  the  amendments  requested,  to  persons  or 
other  agencies  to  whom  the  disputed  record  has  been  disclosed; 
and 

(5)  nothing  in  this  section  shall  allow  an  individual  access  to 
any  information  compiled  in  reasonable  anticipation  of  a  civil 
action  or  proceeding. 

(e)  Agency  Requirement. — Each  agency  that  maintains  a  system 
of  records  shall — 

(1)  maintain  in  its  records  only  such  information  about  an 
individual  as  is  relevant  and  necessary  to  accomplish  a  purpose 
of  the  agency  required  to  be  accomplished  by  statute  or  by  execu- 
tive order  of  the  President ; 

(2)  collect  information  to  the  greatest  extent  practicable  di- 
rectly from  the  subject  individual  when  the  information  may 
result  in  adverse  determinations  about  an  individual's  rights,  ben- 
efits, and  privileges  under  Federal  programs ; 

(3)  inform  each  individual  whom  it  asks  to  supply  informa- 
tion, on  the  form  which  it  uses  to  collect  the  information  or  on  a 
separate  form  that  can  be  retained  by  the  individual — 

(A)  the  authority  (whether  granted  by  statute,  or  by  Ex- 
ecutive order  of  the  President)  which  authorizes  the  solici- 
tation of  the  information  and  whether  disclosure  of  such 
information  is  mandatory  or  voluntary ; 
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(B)  the  principal  purpose  or  purposes  for  which  the  in- 
formation is  intended  to  be  used  ; 

(C)  the  routine  uses  which  may  be  made  of  the  informa- 
tion, as  published  pursuant  to  paragraph  (4)  (D)  of  this 
subsection;  and 

(D)  the  effects  on  him,  if  any,  of  not  providing  all  or 
any  part  of  the  requested  information ; 

(4)  subject  to  the  provisions  of  paragraph  (11)  of  this  sub- 
section, publish  in  the  Federal  Register  at  least  annually  a  notice 
of  the  existence  and  character  of  the  system  of  records,  which 
notice  shall  include — 

(A)  the  name  and  location  of  the  system ; 

(B)  the  categories  of  individuals  on  whom  records  are 
maintained  in  the  system ; 

(C)  the  categories  of  records  maintained  in  the  system; 

(D)  each  routine  use  of  the  records  contained  in  the  sys- 
tem, including  the  categories  of  users  and  the  purpose  of  such 
use; 

(E)  the  policies  and  practices  of  the  agency  regarding 
storage,  retrievability,  access  controls,  retention,  and  disposal 
of  the  records ; 

(F)  the  title  and  business  address  of  the  agency  official 
who  is  responsible  for  the  system  of  records ; 

(G)  the  agency  procedures  whereby  an  individual  can  be 
notified  at  his  request  if  the  system  of  records  contains  a 
record  pertaining  to  him ; 

(H)  the  agency  procedures  whereby  an  individual  can  be 
notified  at  his  request  how  he  can  gain  access  to  any  record 
pertaining  to  him  contained  in  the  system  of  records,  and  how 
he  can  contest  its  content ;  and 

(I)  the* categories  of  sources  of  records  in  the  system; 

(5)  maintain  all  records  which  are  used  by  the  agency  in  mak- 
ing any  determination  about  any  individual  with  such  accuracy, 
relevance,  timeliness,  and  completeness  as  is  reasonably  necessary 
to  assure  fairness  to  the  individual  in  the  determination ; 

(6)  prior  to  disseminating  any  record  about  an  individual  to 
any  person  other  than  an  agency,  unless  the  dissemination  is 
made  pursuant  to  subsection  (b)  (2)  of  this  section,  make  reason- 
able efforts  to  assure  that  such  records  are  accurate,  complete, 
timely,  and  relevant  for  agency  purposes ; 

(7)  maintain  no  record  describing  how  any  individual  exer- 
cises rights  guaranteed  by  the  First  Amendment  unless  expressly 
authorized  by  statute  or  by  the  individual  about  whom  the  record 
is  maintained  or  unless  pertinent  to  and  within  the  scope  of  an 
authorized  law  enforcement  activity ; 

(8)  make  reasonable  efforts  to  serve  notice  on  an  individual 
when  any  record  on  such  individual  is  made  available  to  any  per- 
son under  compulsory  legal  process  when  such  process  becomes  a 
matter  of  public  record ; 

(9)  establish  rules  of  conduct  for  persons  involved  in  the 
design,  development,  operation,  or  maintenance  of  any  system  of 
records,  or  in  maintaining  any  record,  and  instruct  each  such  per- 
son with  respect  to  such  rules  and  the  requirements  of  this  section, 
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including  any  other  rules  and  procedures  adopted  pursuant  to  this 
section  and  the  penalties  for  noncompliance  ; 

(10)  establish  appropriate  administrative,  technical,  and 
physical  safeguards  to  insure  the  security  and  confidentiality  of 
records  and  to  protect  against  any  anticipated  threats  or  hazards 
to  their  security  or  integrity  which  could  result  in  substantial 
harm,  embarrassment,  inconvenience,  or  unfairness  to  any  individ- 
ual on  whom  information  is  maintained ;  and 

(11)  at  least  30  days  prior  to  publication  of  information  under 
paragraph  (4)  (D)  of  this  subsection,  publish  in  the  Federal 
Kegister  notice  of  any  new  use  or  intended  use  of  the  information 
in  the  system,  and  provide  an  opportunity  for  interested  persons  to 
submit  written  data,  views^  or  arguments  to  the  agency. 

(f )  Agency  Eules. — In  order  to  carry  out  the  provisions  of  this 
section,  each  agency  that  maintains  a  system  of  records  shall  pro- 
mulgate, rules,  in  accordance  with  the  requirements  (including  general 
notice)  of  section  553  of  this  title,  which  shall — 

(1)  establish  procedures  whereby  an  individual  can  be  notified 
in  response  to  his  request  if  any  system  of  records  named  by  the 
individual  contains  a  record  pertaining  to  him ; 

(2)  define  reasonable  times,  places,  and  requirements  for  iden- 
tifying an  individual  who  requests  his  record  or  information 
pertaining  to  him  before  the  agency  shall  make  the  record  or 
information  available  to  the  individual ; 

(3)  establish  procedures  for  the  disclosure  to  an  individual 
upon  his  request  of  his  record  or  information  pertaining  to  him, 
including  special  procedure,  if  deemed  necessary,  for  the  disclo- 
sure to  an  individual  of  medical  records,  including  psychological 
records,  pertaining  to  him ; 

(4)  establish  procedures  for  reviewing  a  request  from  an 
individual  concerning  the  amendment  of  any  record  or  informa- 
tion pertaining  to  the  individual,  for  making  a  determination  on 
the  request,  for  an  appeal  within  the  agency  of  an  initial  adverse 
agency  determination,  and  for  whatever  additional  means  may  be 
necessary  for  each  individual  to  be  able  to  exercise  fully  his  rights 
under  this  section;  and 

(5)  establish  fees  to  be  charged,  if  any,  to  any  individual  for 
making  copies  of  his  record,  excluding  the  cost  of  any  search  for 
and  review  of  the  record. 

The  Office  of  the  Federal  Register  shall  annually  compile  and  publish 
the  rules  promulgated  under  this  subsection  and  agency  notices  pub- 
lished under  subsection  (e)  (4)  of  this  section  in  a  form  available  to 
the  public  at  low  cost. 

(g)(1)   Civil  Remedies. — Whenever  any  agency — 

(A)  makes  a  determination  under  subsection  (d)  (3)  of  this 
section  not  to  amend  an  individual's  record  in  accordance  with 
his  request,  or  fails  to  make  such  review  in  conformity  with  that 
subsection ; 

(B)  refuses  to  comply  with  an  individual  request  under  sub- 
section  (d)(1)   of  this  section; 

(C)  fails  to  maintain  any  record  concerning  any  individual 
with  such  accuracy,  relevance,  timeliness,  and  completeness  as  is 
necessary  to  assure  fairness  in  any  determination  relating  to  the 
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qualifications,  character,  rights,  or  opportunities  of,  or  benefits  to 
the  individual  that  may  be  made  on  the  basis  of  such  record, 
and  consequently  a  determination  is  made  which  is  adverse  to  the 
individual;  or 

(D)  fails  to  comply  with  any  other  provision  of  this  section, 
or  any  rule  promulgated  thereunder,  in  such  a  way  as  to  have 
an  adverse  effect  on  an  individual, 
the  individual  may  bring  a  civil  action  against  the  agency,  and  the 
district  courts  of  the  United  States  shall  have  jurisdiction  in  the  mat- 
ters under  the  provisions  of  this  subsection. 

(2)  (A)  In  any  suit  brought  under  the  provisions  of  subsection 
(g)  (1)  (A)  of  this  section,  the  court  may  order  the  agency  to  amend 
th  individual's  record  in  accordance  with  his  request  or  in  such  other 
way  as  the  court  may  direct.  In  such  a  case  the  court  shall  determine 
the  matter  de  novo. 

(B)  The  court  may  assess  against  the  United  States  reasonable 
attorney  fees  and  other  litigation  costs  reasonably  incurred  in  any  case 
under  this  paragraph  in  which  the  complainant  has  substantially 
prevailed. 

(3)  (A)  In  any  suit  brought  under  the  provisions  of  subsection  (g) 
(1)  (B)  of  this  section,  the  court  may  enjoin  the  agency  from  with- 
holding the  records  and  order  the  production  to  the  complainant  of 
any  agency  records  improperly  withheld  from  him.  In  such  a  case  the 
court  shall  determine  the  matter  de  novo,  and  may  examine  the  con- 
tents of  any  agency  records  in  camera  to  determine  whether  the  records 
or  any  portion  thereof  may  be  withheld  under  any  of  the  exemptions 
set  forth  in  subsection  (k)  of  this  section,  and  the  burden  is  on  the 
agency  to  sustain  its  action. 

(B)  The  court  may  assess  against  the  United  States  reasonable 
attorney  fees  and  other  litigation  costs  reasonably  incurred  in  any 
case  under  this  paragraph  in  which  the  complainant  has  substantially 
prevailed. 

(4)  In  any  suit  brought  under  the  provisions  of  subsection  (g)  (1) 
(C)  or  (D)  of  this  section  in  which  the  court  determines  that  the 
agency  acted  in  a  manner  which  was  intentional  or  willful,  the  United 
States  shall  be  liable  to  the  individual  in  an  amount  equal  to  the  sum 
of — 

(A)  actual  damages  sustained  by  the  individual  as  a  result  of 
the  refusal  or  failure,  but  in  no  case  shall  a  person  entitled  to 
recovery  receive  less  than  the  sum  of  $1,000 ;  and 

(B)  the  costs  of  the  action  together  with  reasonable  attorney 
fees  as  determined  by  the  court. 

(5)  An  action  to  enforce  any  liability  created  under  this  section 
may  be  brought  in  the  district  court  of  the  United  States  in  the  district 
in  which  the  complainant  resides,  or  has  his  principal  place  of  busi- 
ness, or  in  which  the  agency  records  are  situated,  or  in  the  District  of 
Columbia,  without  regard  to  the  amount  in  controversy,  within  two 
years  from  the  date  on  which  the  cause  of  action  arises,  except  that 
where  an  agency  has  materially  and  willfully  misrepresented  any  in- 
formation required  under  this  section  to  be  disclosed  to  an  individual 
and  the  information  so  misrepresented  is  material  to  establishment  of 
the  liability  of  the  agency  to  the  individual  under  this  section,  the 
action  may  be  brought  at  any  time  within  two  years  after  discovery  by 
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the  individual  of  the  misrepresentation.  Nothing  in  this  section  shall 
be  construed  to  authorize  any  civil  action  by  reason  of  any  injury 
sustained  as  the  result  of  a  disclosure  of  a  record  prior  to  September  27, 
1975. 

(h)  Rights  of  Legal  Guardians. — For  the  purposes  of  this  section, 
the  parent  of  any  minor,  or  the  legal  guardian  of  any  individual  who 
has  been  declared  to  be  incompetent  due  to  physical  or  mental  inca- 
pacity or  age  by  a  court  of  competent  jurisdiction,  may  act  on  behalf 
of  the  individual. 

(i)  (1)  Criminal  Penalties. — Any  officer  or  employee  of  an  agency, 
who  by  virtue  of  his  employment  or  official  position,  has  posses- 
sion of,  or  access  to,  agency  records  which  contain  individually 
identifiable  information  the  disclosure  of  which  is  prohibited  by  this 
section  or  by  rules  or  regulations  established  thereunder,  and  who 
knowing  that  disclosure  of  the  specific  material  is  so  prohibited,  will- 
fully discloses  the  material  in  any  manner  to  any  person  or  agency  not 
entitled  to  receive  it,  shall  be  guilty  of  a  misdemeanor  and  fined  not 
more  than  $5,000. 

(2)  Any  officer  or  employee  of  any  agency  who  willfully  maintains 
a  system  of  records  without  meeting  the  notice  requirements  of  sub- 
section (e)  (4)  of  this  section  shall  be  guilty  of  a  misdemeanor  and 
fined  not  more  than  $5,000. 

(3)  Any  person  who  knowingly  and  willfully  requests  or  obtains 
any  record  concerning  an  individual  from  an  agency  under  false  pre- 
tenses shall  be  guilty  of  a  misdemeanor  and  fined  not  more  than  $5,000. 

(j)  General  Exemptions. — The  head  of  any  agency  may  promul- 
gate rules,  in  accordance  with  the  requirements  (including  general  no- 
tice) of  sections  553  (b)  (1),  (2),  and  (3),  (c),and  (e)  of  this  title,  to 
exempt  any  system  of  records  within  the  agency  from  any  part  of  this 
section  except  subsections  (b),  (c)(1)  and  (2),  (e)(4)(A)  through 
(F),  (e)(6),  (7),  (9),  (10),  and  (11),  and  (i)  if  the  system  of  records 
is — 

(1)  maintained  by  the  Central  Intelligence  Agency;  or 

(2)  maintained  by  an  agency  or  component  thereof  which  per- 
forms as  its  principal  function  any  activity  pertaining  to  the  en- 
forcement of  criminal  laws,  including  police  efforts  to  prevent, 
control,  or  reduce  crime  or  to  apprehend  criminals,  and  the  activ- 
ities of  prosecutors,  courts,  correctional,  probation,  pardon,  or 
parole  authorities,  and  which  consists  of  (A)  information  com- 
piled for  the  purpose  of  identifying  individual  criminal  offenders 
and  alleged  offenders  and  consisting  only  of  identifying  data  and 
notations  of  arrests,  the  nature  and  disposition  of  criminal  charges, 
sentencing,  confinement,  release,  and  parole  and  probation  status; 
(B)  information  compiled  for  the  purpose  of  a  criminal  investiga- 
tion, including  reports  of  informants  and  investigators,  and  as- 
sociated with  an  identifiable  individual ;  or  (C)  reports  identifiable 
to  an  individual  compiled  at  any  stage  of  the  process  of  enforce- 
ment of  the  criminal  laws  from  arrest  or  indictment  through  re- 
lease from  supervision. 

At  the  time  rules  are  adopted  under  this  subsection,  the  agency  shall  in- 
clude in  the  statement  required  under  section  553(c)  of  this  title,  the 
reasons  why  the  system  of  records  is  to  be  exempted  from  a  provision 
of  this  section. 
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(k)  Specific  Exemptions. — The  head  of  any  agency  may  promul- 
gate rules,  in  accordance  with  the  requirements  (including  general  no- 
tice) of  sections  553(b)  (1),  (2),  and  (3),  (c),and  (e)  of  this  title,  to 
exempt  any  system  of  records  within  the  agency  from  subsections  (c) 
(3),  (d),  (e)(1),  (e)(4)  (G),  (H),  and  (I)  and  (f)  of  this  section 
if  the  system  of  records  is — 

(1)  subject  to  the  provisions  of  section  552(b)  (1)  of  this  title; 

(2)  investigatory  material  compiled  for  law  enforcement  pur- 
poses, other  than  material  within  the  scope  of  subsection  (j)  (2) 
of  this  section :  Provided,  however,  That  if  any  individual  is  de- 
nied any  right,  privilege,  or  benefit  that  he  would  otherwise  be 
entitled  by  Federal  law,  or  for  which  he  would  otherwise  be  eligi- 
ble, as  a  result  of  the  maintenance  of  such  material,  such  material 
shall  be  provided  to  such  individual,  except  to  the  extent  that  the 
disclosure  of  such  material  would  reveal  the  identity  of  a  source 
who  furnished  information  to  the  Government  under  an  express 
promise  that  the  identity  of  the  source  would  be  held  in  confidence, 
or,  prior  to  the  effective  date  of  this  section,  under  an  implied 
promise  that  the  identity  of  the  source  would  be  held  in  confidence ; 

(3)  maintained  in  connection  with  providing  protective  services 
to  the  President  of  the  United  States  or  other  individuals  pursuant 
to  section  3056  of  title  18 ; 

(4)  required  by  statute  to  be  maintained  and  used  solely  as 
statistical  records ; 

(5)  investigatory  material  compiled  solely  for  the  purpose  of 
determining  suitability,  eligibility,  or  qualifications  for  Federal 
civilian  employment,  military  service,  Federal  contracts,  or  access 
to  classified  information,  but  only  to  the  extent  that  the  dis- 
closure of  such  material  would  reveal  the  identity  of  a  source  who 
furnished  information  to  the  Government  under  an  express 
promise  that  the  identity  of  the  source  would  be  held  in  confidence, 
or,  prior  to  the  effective  date  of  this  section,  under  an  implied 
promise  that  the  identity  of  the  source  would  be  held  in  confi- 
dence ; 

(6)  testing  or  examination  material  used  solely  to  determine 
individual  qualifications  for  appointment  or  promotion  in  the 
Federal  service  the  disclosure  of  which  would  compromise  the 
objectivity  or  fairness  of  the  testing  or  examination  process;  or 

(7)  evaluation  material  used  to  determine  potential  for  pro- 
motion in  the  armed  services,  but  only  to  the  extent  that  the  dis- 
closure of  such  material  would  reveal  the  identity  of  a  source  who 
furnished  information  to  the  Government  under  an  express  prom- 
ise that  the  identity  of  the  source  would  be  held  in  confidence,  or, 
prior  to  the  effective  date  of  this  section,  under  an  implied  prom- 
ise that  the  identity  of  the  source  would  be  held  in  confidence. 

At  the  time  rules  are  adopted  under  this  subsection,  the  agency  shall 
include  in  the  statement  required  under  section  553(c)  of  this  title, 
the  reasons  why  the  system  of  records  is  to  be  exempted  from  a  provi- 
sion of  this  section. 

(1)  (1)  Archival  Records. — Each  agency  record  which  is  accepted 
by  the  Administrator  of  General  Services  for  storage,  processing,  and 
servicing  in  accordance  with  section  3103  of  title  44  shall,  for  the  pur- 
poses of  this  section,  be  considered  to  be  maintained  by  the  agency 
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which  deposited  the  record  and  shall  be  subject  to  the  provisions  of 
this  section.  The  Administrator  of  General  Services  shall  not  disclose 
the  record  except  to  the  agency  which  maintains  the  record,  or  under 
rules  established  by  that  agency  which  are  not  inconsistent  with  the 
provisions  of  this  section. 

(2)  Each  agency  record  pertaining  to  an  identifiable  individual 
which  was  transferred  to  the  National  Archives  of  the  United  States 
as  a  record  which  has  sufficient  historical  or  other  value  to  warrant  its 
continued  preservation  by  the  United  States  Government,  prior  to 
tin-  effective  date  of  this  section,  shall,  for  the  purposes  of  this  section, 
be  considered  to  be  maintained  by  the  National  Archives  and  shall 
not  be  subject  to  the  provisions  of  this  section,  except  that  a  statement 
generally  describing  such  records  (modeled  after  the  requirements 
relating  to  records  subject  to  subsections  (e)  (4)  (A)  through  (G)  of 
this  section)  shall  be  published  in  the  Federal  Register. 

(3)  Each  agency  record  pertaining  to  an  identifiable  individual 
which  is  transferred  to  the  National  Archives  of  the  United  States  as 
a  record  which  has  sufficient  historical  or  other  value  to  warrant  its 
continued  preservation  by  the  United  States  Government,  on  or  after 
the  effective  date  of  this  section,,  shall,  for  the  purposes  of  this  section, 
be  considered  to  l>e  maintained  by  the  National  Archives  and  shall  be 
exempt  from  the  requirements  of  this  section  except  subsections  (e)  (4) 
(A)  through  (G)  and  (e)  (9)  of  this  section. 

(m)  Government  Contractors. — When  an  agency  provides  by  a 
contract  for  the  operation  by  or  on  behalf  of  the  agency  of  a  system 
of  records  to  accomplish  an  agency  function,  the  agency  shall,  con- 
sistent with  its  authority,  cause  the  requirements  of  this  section  to  be 
applied  to  such  system.  For  purposes  of  subsection  (i)  of  this  section 
any  such  contractor  and  any  employee  of  such  contractor,  if  such  con- 
tract is  agreed  to  on  or  after  the  effective  date  of  this  section,  shall  be 
considered  to  be  an  employee  of  an  agency. 

(n)  Mailing  Lists. — An  individual's  name  and  address  may  not 
be  sold  or  rented  by  an  agency  unless  such  action  is  specifically  author- 
ized by  law.  This  provision  shall  not  be  construed  to  require  the  with- 
holding of  names  and  addresses  otherwise  permitted  to  be  made 
public. 

(o)  Report  ox  New  Systems. — Each  agency  shall  provide  adequate 
advance  notice  to  Congress  and  the  Office  of  Management  and  Budget 
of  any  proposal  to  establish  or  alter  any  system  of  records  in  order 
to  permit  an  evaluation  of  the  probable  or  potential  effect  of  such  pro- 
posal on  the  privacy  and  other  personnel  or  property  rights  of  indi- 
viduals or  the  disclosure  of  information  relating  to  such  individuals, 
and  its  effect  on  the  preservation  of  the  constitutional  principles  of 
federalism  and  separation  of  powers. 

(p)  Annual  Report. — The  President  shall  submit  to  the  Speaker 
of  the  House  and  the  President  of  the  Senate,  by  June  30  of  each 
calendar  year,  a  consolidated  report,  separately  listing  for  each  Fed- 
eral agency  the  number  of  records  contained  in  any  system  of  records 
which  were  exempted  from  the  application  of  this  section  under  the 
provisions  of  subsections  (j)  and  (k)  of  this  section  during  the  pre- 
ceding calendar  year,  and  the  reasons  for  the  exemptions,  and  such 
other  information  as  indicates  efforts  to  administer  fully  this  section. 

(q)  Effect  of  Other  Laws. — No  agency  shall  rely  on  any  exemp- 
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tion  contained  in  section  552  of  this  title  to  withhold  from  an  indi- 
vidual any  record  which  is  otherwise  accessible  to  such  individual 
under  the  provisions  of  this  section. 

§  552b.  Open  meetings 

(a)  For  purposes  of  this  section — 

(1)  the  term  "agency"  means  any  agency,  as  defined  in  section 
552(e)  of  this  title,  headed  by  a  collegial  body  composed  of  two  or 
more  individual  members,  a  majority  of  whom  are  appointed  to 
such  position  by  the  President  with  the  advice  and  consent  of  the 
Senate,  and  any  subdivision  thereof  authorized  to  act  on  behalf  of 
the  agency ; 

(2)  the  term  "meeting"  means  the  deliberations  of  at  least  the 
number  of  individual  agency  members  required  to  take  action  on 
behalf  of  the  agency  where  such  deliberations  determine  or  result 
in  the  joint  conduct  or  disposition  of  official  agency  business,  but 
does  not  include  deliberations  required  or  permitted  by  subsection 
(d)  or  (e) ;  and 

(3)  the  term  "member"  means  an  individual  who  belongs  to  a 
collegial  body  heading  an  agency. 

(b)  Members  shall  not  jointly  conduct  or  dispose  of  agency  business 
other  than  in  accordance  with  this  section.  Except  as  provided  in  sub- 
section (c) ,  every  portion  of  every  meeting  of  any  agency  shall  be  open 
to  public  observation. 

(c)  Except  in  a  case  where  the  agency  finds  that  the  public  interest 
requires  otherwise,  the  second  sentence  of  subsection  (b)  shall  not 
apply  to  any  portion  of  an  agency  meeting,  and  the  requirements  of 
subsections  (d)  and  (e)  shall  not  apply  to  any  information  pertaining 
to  such  meeting  otherwise  required  by  this  section  to  be  disclosed  to  the 
public,  where  the  agency  properly  determines  that  such  portion  or  por- 
tions of  its  meeting  or  the  disclosure  of  such  information  is  likely  to — 

(1)  disclose  matters  that  are  (A)  specifically  authorized  under 
criteria  established  by  an  Executive  order  to  be  kept  secret  in  the 
interests  of  national  defense  or  foreign  policy  and  (B)  in  fact 
properly  classified  pursuant  to  such  Executive  order; 

(2)  relate  solely  to  the  internal  personnel  rules  and  practices  of 
an  agency ; 

(3)  disclose  matters  specifically  exempted  from  disclosure  by 
statute  (other  than  section  552  of  this  title),  provided  that  such 
statute  (A)  requires  that  the  matters  be  withheld  from  the  public 
in  such  a  manner  as  to  leave  no  discretion  on  the  issue,  or  (B)  es- 
tablishes particular  criteria  for  withholding  or  refers  to  particular 
types  of  matters  to  be  withheld ; 

(4)  disclose  trade  secrets  and  commercial  or  financial  informa- 
tion obtained  from  a  person  and  privileged  or  confidential ; 

(5)  involve  accusing  any  person  of  a  crime,  or  formally  censur- 
ing any  person ; 

(6)  disclose  information  of  a  personal  nature  where  disclosure 
would  constitute  a  clearly  unwarranted  invasion  of  personal  pri- 
vacy; 

(7)  disclose  investigatory  records  compiled  for  law  enforce- 
ment purposes,  or  information  which  if  written  would  be  con- 
tained in  such  records,  but  only  to  the  extent  that  the  production 
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of  Mich  records  or  information  would  (A)  interfere  with  enforce- 
ment proceedings,  (B)  deprive  a  person  of  a  right  to  a  fair  trial 
or  an  impartial  adjudication,  (C)  constitute  an  unwarranted  in- 
vasion 01  personal  privacy,  (D)  disclose  the  identity  of  a  con- 
fidential source  and.  in  the  case  of  a  record  compiled  by  a  crimi- 
nal law  enforcement  authority  in  the  course  of  a  criminal 
investigation,  or  by  an  agency  conducting  a  lawful  national  se- 
curity intelligence  investigation,  confidential  information  fur- 
nished only  by  the  confidential  source,  (E)  disclose  investigative 
techniques  and  procedures,  or  (F)  endanger  the  life  or  physical 
safety  of  law  enforcement  personnel ; 

(8)  disclose  information  contained  in  or  related  to  examina- 
tion, operating,  or  condition  reports  prepared  by,  on  behalf  of,  or 
for  the  use  of  an  agency  responsible  for  the  regulation  or  supervi- 
sion of  financial  institutions; 

(9)  disclose  information  the  premature  disclosure  of  which 
would — 

(A)  in  the  case  of  an  agency  which  regulates  currencies, 
securities,  commodities,  or  financial  institutions,  be  likely  to 
(i)  lead  to  significant  financial  speculation  in  currencies, 
securities,  or  commodities,  or  (ii)  significantly  endanger  the 
stability  of  any  financial  institution ;  or 

(B)  in  the  case  of  any  agency,  be  likely  to  significantly 
frustrate  implementation  of  a  proposed  agency  action, 

except  that  subparagraph  (B)  shall  not  apply  in  any  instance 
where  the  agency  has  already  disclosed  to  the  public  the  content  or 
nature  of  its  proposed  action,  or  where  the  agency  is  required  by 
law  to  make  such  disclosure  on  its  own  initiative  prior  to  taking 
final  agency  action  on  such  proposal ;  or 

(10)  specifically  concern  the  agency's  issuance  of  a  subpena, 
or  the  agency's  participation  in  a  civil  action  or  proceeding,  an 
action  in  a  foreign  court  or  international  tribunal,  or  an  arbitra- 
tion, or  the  initiation,  conduct,  or  disposition  by  the  agency  of  a 
particular  case  of  formal  agency  adjudication  pursuant  to  the 
procedures  in  section  554  of  this  title  or  otherwise  involving  a 
determination  on  the  record  after  opportunity  for  a  hearing. 

(d)(1)  Action  under  subsection  (c)  shall  be  taken  only  when  a 
majority  of  the  entire  membership  of  the  agency  (as  defined  in  sub- 
section (a)  (1)  votes  to  take  such  action.  A  separate  vote  of  the  agency 
members  shall  be  taken  with  respect  to  each  agency  meeting  a  portion 
or  portions  of  which  are  proposed  to  be  closed  to  the  public  pursuant 
to  subsection  (c),  or  with  respect  to  any  information  which  is  pro- 
posed to  be  withheld  under  subsection  (c).  A  single  vote  may  be  taken 
with  respect  to  a  series  of  meetings,  a  portion  or  portions  of  which  are 
proposed  to  be  closed  to  the  public,  or  with  respect  to  any  information 
concerning  such  series  of  meetings,  so  long  as  each  meeting  in  such 
series  involves  the  same  particular  matters  and  is  scheduled  to  be  held 
no  more  than  thirty  days  after  the  initial  meeting  in  such  series.  The 
vote  of  each  agency  member  participating  in  such  vote  shall  be  re- 
corded and  no  proxies  shall  be  allowed. 

(2)  Whenever  any  person  whose  interests  may  be  directly  affected 
by  a  portion  of  a  meeting  requests  that  the  agency  close  such  portion 
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to  the  public  for  any  of  the  reasons  referred  to  in  paragraph  (5), 
(6),  or  (7)  of  subsection  (c),  the  agency,  upon  request  of  any  one 
of  its  members,  shall  vote  by  recorded  vote  whether  to  close  such 
meeting. 

(3)  Within  one  day  of  any  vote  taken  pursuant  to  paragraph  (1) 
or  (2),  the  agency  shall  make  publicly  available  a  written  copy  of  such 
vote  reflecting  the  vote  of  each  member  on  the  question.  If  a  portion  of 
a  meeting  is  to  be  closed  to  the  public,  the  agency  shall,  within  one  day 
of  the  vote  taken  pursuant  to  paragraph  (1)  or  (2)  of  this  subsection, 
make  publicly  available  a  full  written  explanation  of  its  action  closing 
the  portion  together  with  a  list  of  all  persons  expected  to  attend  the 
meeting  and  their  affiliation. 

(4)  Any  agency,  a  majority  of  whose  meetings  may  properly  be 
closed  to  the  public  pursuant  to  paragraph  (4),  (8),  (9)  (A),  or  (10) 
of  subsection  (c),  or  any  combination  thereof,  may  provide  by  regula- 
tion for  the  closing  of  such  meetings  or  portions  thereof  in  the  event 
that  a  majority  of  the  members  of  the  agency  votes  by  recorded  vote 
at  the  beginning  of  such  meeting,  or  portion  thereof,  to  close  the 
exempt  portion  or  portions  of  the  meeting,  and  a  copy  of  such  vote, 
reflecting  the  vote  of  each  member  on  the  question,  is  made  available 
to  the  public.  The  provisions  of  paragraphs  (1),  (2),  and  (3)  of  this 
subsection  and  subsection  (e)  shall  not  apply  to  any  portion  of  a  meet- 
ing to  which  such  regulations  apply :  Provided,  That  the  agency  shall, 
except  to  the  extent  that  such  information  is  exempt  from  disclosure 
under  the  provisions  of  subsection  (e),  provide  the  public  with  public 
announcement  of  the  time,  place,  and  subject  matter  of  the  meeting 
and  of  each  portion  thereof  at  the  earliest  practicable  time. 

(e)  (1)  In  the  case  of  each  meeting,  the  agency  shall  make  public 
announcement,  at  least  one  week  before  the  meeting,  of  the  time,  place, 
and  subject  matter  of  the  meeting,  whether  it  is  to  be  open  or  closed  to 
the  public,  and  the  name  and  phone  number  of  the  official  designated 
by  tne  agency  to  respond  to  requests  for  information  about  the  meet- 
ing. Such  announcement  shall  be  made  unless  a  majority  of  the 
members  of  the  agency  determines  by  a  recorded  vote  that  agency 
business  requires  that  such  meeting  be  called  at  an  earlier  date,  in 
which  case  the  agency  shall  make  public  announcement  of  the  time, 
place,  and  subject  matter  of  such  meeting,  and  whether  open  or  closed 
to  the  public,  at  the  earliest  practicable  time. 

(2)  The  time  or  place  of  a  meeting  may  be  changed  following  the 
public  announcement  required  by  paragraph  (1)  only  if  the  agency 
publicly  announces  such  change  at  the  earliest  practicable  time.  The 
subject  matter  of  a  meeting,  or  the  determination  of  the  agency  to 
open  or  close  a  meeting,  or  portion  of  a  meeting,  to  the  public,  may  be 
changed  following  the  public  announcement  required  by  this  subsec- 
tion only  if  (A)  a  majority  of  the  entire  membership  of  the  agency 
determines  by  a  recorded  vote  that  agency  business  so  requires  and 
that  no  earlier  announcement  of  the  change  was  possible,  and  (B) 
the  agency  publicly  announces  such  change  and  the  vote  of  each 
member  upon  such  change  at  the  earliest  practicable  time. 

(3)  Immediately  following  each  public  announcement  required  by 
this  subsection,  notice  of  the  time,  place,  and  subject  matter  of  a 
meeting,  whether  the  meeting  is  open  or  closed,  any  change  in  one  of 
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the  preceding,  and  the  name  and  phono  number  of  the  official  desig- 
nated by  the  agency  to  respond  to  requests  for  information  about  the 
meeting,  shall  also  be  submitted  for  publication  in  the  Federal 
Register. 

(f)(1)  For  every  meeting  closed  pursuant  to  paragraphs  (1) 
through  (10)  of  subsection  (c),  the  Genera]  Counsel  or  chief  legal 
officer  of  the  agency  shall  publicly  certify  that,  in  his  or  her  opinion, 
the  meeting  may  be  closed  to  the  public  and  shall  state  each  relevant 
exemptive  provision.  A  copy  of  such  certification,  together  with  a  state- 
ment from  the  presiding  officer  of  the  meeting  setting  .forth  the  time 
and  place  of  the  meeting,  and  the  persons  present,  shall  be  retained  by 
the  agency.  The  agency  shall  maintain  a  complete  transcript  or  elec- 
tronic recording  adequate  to  record  fully  the  proceedings  of  each 
meeting,  or  portion  of  a  meeting,  closed  to  the  public,  except  that  in 
the  case  of  a  meeting,  or  portion  of  a  meeting,  closed  to  the  public  pur- 
suant to  paragraph  (8),  (9)  (A),  or  (10)  of  subsection  (c),  the  agency 
shall  maintain  either  such  a  transcript  or  recording,  or  a  set  of  minutes. 
Such  minutes  shall  fully  and  clearly  describe  all  matters  discussed  and 
shall  provide  a  full  and  accurate  summary  of  any  actions  taken,  and 
the  reasons  therefor,  including  a  description  of  each  of  the  views 
expressed  on  any  item  and  the  record  of  any  rollcall  vote  (reflecting 
the  vote  of  each  member  on  the  question).  All  documents  considered  in 
connection  with  any  action  shall  be  identified  in  such  minutes. 

(2)  The  agency  shall  make  promptly  available  to  the  public,  in  a 
place  easily  accessible  to  the  public,  the  transcript,  electronic  record- 
ing, or  minutes  (as  required  by  paragraph  (1))  of  the  discussion  of 
any  item  on  the  agenda,  or  of  any  item  of  the  testimony  of  any  witness 
received  at  the  meeting,  except  for  such  item  or  items  of  such  discus- 
sion or  testimony  as  the  agency  determines  to  contain  information 
which  may  be  withheld  under  subsection  (c) .  Copies  of  such  transcript, 
or  minutes,  or  a  transcription  of  such  recording  disclosing  the  identity 
of  each  speaker,  shall  be  furnished  to  any  person  at  the  actual  cost  of 
duplication  or  transcription.  The  agency  shall  maintain  a  complete 
verbatim  copy  of  the  transcript,  a  complete  copy  of  the  minutes,  or  a 
complete  electronic  recording  of  each  meeting,  or  portion  of  a  meeting, 
closed  to  the  public,  for  a  period  of  at  least  two  years  after  such  meet- 
ing, or  until  one  year  after  the  conclusion  of  any  agency  proceeding 
with  respect  to  which  the  meeting  or  portion  was  held,  whichever 
occurs  later. 

(g)  Each  agency  subject  to  the  requirements  of  this  section  shall, 
within  180  days  after  the  date  of  enactment  of  this  section,  following 
consultation  with  the  Office  of  the  Chairman  of  the  Administrative 
Conference  of  the  United  States  and  published  notice  in  the  Federal 
Register  of  at  least  thirty  days  and  opportunity  for  written  comment 
by  any  person,  promulgate  regulations  to  implement  the  requirements 
of  subsections  (b)  through  (f )  of  this  section.  Any  person  mav  bring  a 
proceeding  in  the  United  States  District  Court  for  the  District  of 
Columbia  to  require  an  agency  to  promulgate  such  regulations  if  such 
agency  has  not  promulgated  such  regulations  within  the  time  period 
specified  herein.  Subject  to  any  limitations  of  time  provided  by  law,  any 
person  may  bring  a  proceeding  in  the  United  States  Court  of  Appeals 
for  the  District  of  Columbia  to  set  aside  agency  regulations  issued  pur- 
suant to  this  subsection  that  are  not  in  accord  with  the  requirements  of 
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subsections  (b)  through  (f)  of  this  section  and  to  require  the  pro- 
mulgation of  regulations  that  are  in  accord  with  such  subsections. 

(h)(1)  The  district  courts  of  the  United  States  shall  have  juris- 
diction to  enforce  the  requirements  of  subsections  (b)  through  (f )  of 
this  section  by  declaratory  judgment,  injunctive  relief,  or  other  relief 
as  may  be  appropriate.  Such  actions  may  be  brought  by  any  person 
against  an  agency  prior  to,  or  within  sixty  days  after,  the  meeting  out 
of  which  the  violation  of  this  section  arises,  except  that  if  public  an- 
nouncement of  such  meeting  is  not  initially  provided  by  the  agency  in 
accordance  with  the  requirements  of  this  section,  such  action  may  be 
instituted  pursuant  to  this  section  at  any  time  prior  to  sixty  days  after 
any  public  announcement  of  such  meeting.  Such  actions  may  be 
brought  in  the  district  court  of  the  United  States  for  the  district  in 
which  the  agency  meeting  is  held  or  in  which  the  agency  in  question 
lias  its  headquarters,  or  in  the  District  Court  for  the  District  of  Co- 
lumbia. In  such  actions  a  defendant  shall  serve  his  answer  within 
thirty  days  after  the  service  of  the  complaint.  The  burden  is  on  the 
defendant  to  sustain  his  action.  In  deciding  such  cases  the  court  may 
examine  in  camera  any  portion  of  the  transcript,  electronic  recording, 
or  minutes  of  a  meeting  closed  to  the  public,  and  may  take  such  addi- 
tional evidence  as  it  deems  necessary.  The  court,  having  due  regard  for 
orderly  administration  and  the  public  interest,  as  well  as  the  interests 
of  the  parties,  may  grant  such  equitable  relief  as  it  deems  appropri- 
ate, including  granting  an  injunction  against  future  violations  of  this 
section  or  ordering  the  agency  to  make  available  to  the  public  such 
portion  of  the  transcript,  recording,  or  minutes  of  a  meeting  as  is  not 
authorized  to  be  withheld  under  subsection  (c)  of  this  section. 

(2)  Any  Federal  court  otherwise  authorized  by  law  to  review  agency 
action  may,  at  the  application  of  any  person  properly  participating 
in  the  proceeding  pursuant  to  other  applicable  law,  inquire  into  viola- 
tions by  the  agency  of  the  requirements  of  this  section  and  afford  such 
relief  as  it  deems  appropriate.  Nothing  in  this  section  authorizes  any 
Federal  court  having  jurisdiction  solely  on  the  basis  of  paragraph  (1) 
to  set  aside,  enjoin,  or  invalidate  any  agency  action  (other  than  an 
action  to  close  a  meeting  or  to  withhold  information  under  this  sec- 
tion) taken  or  discussed  at  any  agency  meeting  out  of  which  the  vio- 
lation of  this  section  arose. 

(i)  The  court  may  assess  against  any  party  reasonable  attorney 
fees  and  other  litigation  costs  reasonably  incurred  by  any  other  party 
who  substantially  prevails  in  any  action  brought  in  accordance  with 
the  provisions  of  subsection  (g)  or  (h)  of  this  section,  except  that 
costs  may  be  assessed  against  the  plaintiff  only  where  the  court  finds 
that  the  suit  was  initiated  by  the  plaintiff  primarily  for  frivolous  or 
dilatory  purposes.  In  the  case  of  assessment  of  costs  against  an  agency, 
the  costs  may  be  assessed  by  the  court  against  the  United  States. 

(j)  Each  agency  subject  to  the  requirements  of  this  section  shall 
annually  report  to  Congress  regarding  its  compliance  with  such  re- 
quirements, including  a  tabulation  of  the  total  number  of  agency 
meetings  open  to  the  public,  the  total  number  of  meetings  closed  to  the 
public,  the  reasons  for  closing  such  meetings,  and  a  description  of  any 
litigation  brought  against  the  agency  under  this  section,  including  any 
costs  assessed  against  the  agency  in  such  litigation  (whether  or  not 
paid  by  the  agency). 
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(k)  Nothing  herein  expands  or  limits  the  present  rights  of  any 
person  under  section  552  of  this  title,  except  that  the  exemptions  set 
forth  in  subsection  (c)  of  this  section  shall  govern  in  the  case  of  any 
request  made  pursuant  to  section  552  to  copy  or  inspect  the  transcripts, 
recordings,  or  minutes  described  in  subsection  (f )  of  this  section.  The 
requirements  of  chapter  33  of  title  44,  United  States  Code,  shall  not 
apply  to  the  transcripts,  recordings,  and  minutes  described  in  subsec- 
tion (f)  of  this  section. 

(1)  This  section  does  not  constitute  authority  to  withhold  any  in- 
formation from  Congress,  and  does  not  authorize  the  closing  of  any 
agency  meeting  or  portion  thereof  required  by  any  other  provision  of 
law  to  be  open. 

(m)  Nothing  in  this  section  authorizes  any  agency  to  withhold 
from  any  individual  any  record,  including  transcripts,  recordings,  or 
minutes  required  by  this  section,  which  is  otherwise  accessible  to  such 
individual  under  section  552a  of  this  title. 

§  553.  Rulemaking 

(a)  This  section  applies,  according  to  the  provisions  thereof,  except 
to  the  extent  that  there  is  involved — 

(1)  a  military  or  foreign  affairs  function  of  the  United  States ; 
or 

(2)  a  matter  relating  to  agency  management  or  personnel  or 
to  public  property,  loans,  grants,  benefits,  or  contracts. 

(b)  General  notice  of  proposed  rule  making  shall  be  published  in 
the  Federal  Register,  unless  persons  subject  thereto  are  named  and 
either  personally  served  or  otherwise  have  actual  notice  thereof  in 
accordance  with  law.  The  notice  shall  include — 

(1)  a  statement  of  the  time,  place,  and  nature  of  public  rule 
making  proceedings ; 

(2)  reference  to  the  legal  authority  under  which  the  rule  is 
proposed;  and 

(3)  either  the  terms  of  substance  of  the  proposed  rule  or  a 
description  of  the  subject  and  issues  involved. 

Except  when  notice  or  hearing  is  required  by  statute,  this  subsection 
does  not  apply — 

(A)  to  interpretative  rules,  general  statements  of  policy,  or 
rules  of  agency  organization,  procedure,  or  practice ;  or 

(B)  when  the  agency  for  good  cause  finds  (and  incorporates 
the  finding  and  a  brief  statement  of  reasons  therefor  in  the  rules 
issued)  that  notice  and  public  procedure  thereon  are  impracticable, 
unnecessary,  or  contrary  to  the  public  interest. 

(c)  After  notice  required  by  this  section,  the  agency  shall  srive 
interested  persons  an  opportunity  to  participate  in  the  rule  making 
through  submission  of  written  data,  views,  or  arguments  with  or 
without  opportunity  for  oral  presentation.  After  consideration  of  the 
relevant  matter  presented,  the  agency  shall  incorporate  in  the  rules 
adopted  a  concise  general  statement  of  their  basis  and  purpose.  When 
rules  are  required  by  statute  to  be  made  on  the  record  after  opportu- 
nity for  an  agency  hearing,  sections  556  and  557  of  this  title  apply 
instead  of  this  subsection. 

(d)  The  required  publication  or  service  of  a  substantive  rule  shall 
be  made  not  less  than  30  days  before  its  effective  date,  except — 
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(1)  a  substantive  rule  which  grants  or  recognizes  an  exemption 
or  relieves  a  restriction ; 

(2)  interpretative  rules  and  statements  of  policy ;  or 

(3)  as  otherwise  provided  by  the  agency  for  good  cause  found 
and  published  with  the  rule. 

(e)  Each  agency  shall  give  an  interested  person  the  right  to  petition 
for  the  issuance,  amendment,  or  repeal  of  a  rule. 

§  554.  Adjudications 

(a)  This  section  applies,  according  to  the  provisions  thereof,  in 
every  case  of  adjudication  required  by  statute  to  be  determined  on 
the  record  after  opportunity  for  an  agency  hearing,  except  to  the 
extent  that  there  is  involved — 

(1)  a  matter  subject  to  a  subsequent  trial  of  the  law  and  the 
facts  de  novo  in  a  court ; 

(2)  the  selection  or  tenure  of  an  employee,  except  a  hearing 
examiner  appointed  under  section  3105  of  this  title ; 

(3)  proceedings  in  which  decisions  rest  solely  on  inspections, 
tests,  or  elections; 

(4)  the  conduct  of  military  or  foreign  affairs  functions; 

(5)  cases  in  which  an  agency  is  acting  as  an  agent  for  a  court ;  or 

(6)  the  certification  of  worker  representatives. 

(b)  Persons  entitled  to  notice  of  an  agency  hearing  shall  be  timely 
informed  of — 

(1)  the  time,  place,  and  nature  of  the  hearings; 

(2)  the  legal  authority  and  jurisdiction  under  which  the  hearing 
is  to  be  held ;  and 

(3)  the  matters  of  fact  and  law  asserted. 

When  private  persons  are  the  moving  parties,  other  parties  to  the 
proceeding  shall  give  prompt  notice  of  issues  controverted  in  fact  or 
law;  and  in  other  instances  agencies  may  by  the  rule  require  respon- 
sive pleading.  In  fixing  the  time  and  place  for  hearings,  due  regard 
shall  be  had  for  the  convenience  and  necessity  of  the  parties  or  their 
representatives. 

(c)  The  agency  shall  give  all  interested  parties  opportunity  for — 

(1)  the  submission  and  consideration  of  facts,  arguments,  offers 
of  settlement,  or  proposals  of  adjustment  when  time,  the  nature 
of  the  proceeding,  and  the  public  interest  permit ;  and 

(2)  to  the  extent  that  the  parties  are  unable  so  to  determine 
a  controversy  by  consent,  hearing  and  decision  on  notice  and  in 
accordance  with  sections  556  and  557  of  this  title. 

(d)  The  employee  who  presides  at  the  reception  of  evidence  pur- 
suant to  section  556  of  this  title  shall  make  the  recommended  decision 
or  initial  decision  required  by  section  557  of  this  title,  unless  he  be- 
comes unavailable  to  the  agency.  Except  to  the  extent  required  for 
the  disposition  of  ex  parte  matters  as  authorized  by  law,  such  an 
employee  may  not — 

(1)  consult  a  person  or  party  on  a  fact  in  issue,  unless  on  notice 
and  opportunity  for  all  parties  to  participate  ;  or 

(2)  be  responsible  to  or  subject  to  the  supervision  or  direction 
of  an  employee  or  agent  engaged  in  the  performance  of  investi- 
gative or  prosecuting  functions  for  an  agency. 
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An  employee  or  agent  engaged  in  the  performance  of  investigative 

or  prosecuting  functions  for  an  agency  in  a  case  may  not,  in  that  or  a 

factually  related  case,  participate  or  advise  in  the  decision,  recom- 
mended decision,  or  agency  review  pursuant  to  section  557  of  this  title, 
except  as  witness  or  counsel  in  public  proceedings.  This  subsection 
does  not  apply — 

(A)    in  determining  applications  for  initial  licenses; 
(  B)   to  proceedings  involving  the  validity  or  application  of 
rates,  facilities,  or  practices  of  public  utilities  or  carriers;  or 

(C)   to  the  agency  or  a  member  or  members  of  the  body  com- 
prising the  agency, 
(e)   The  agency,  with  like  effect  as  in  the  case  of  other  orders,  and 
in  its  sound  discretion,  may  issue  a  declaratory  order  to  terminate  a 
controversy  or  remove  uncertainty. 

§  555.  Ancillary  matters 

(a)  This  section  applies,  according  to  the  pro  visions  thereof,  except 
as  otherwise  provided  by  this  subchapter. 

(b)  A  person  compelled  to  appear  in  person  before  an  agency  or 
representative  thereof  is  entitled  to  be  accompanied,  represented,  and 
advised  by  counsel  or,  if  permitted  by  the  agency,  by  other  qualified 
representative.  A  party  is  entitled  to  appear  in  person  or  by  or  with 
counsel  or  other  duly  qualified  representative  in  an  agency  proceeding. 
So  far  as  the  orderly  conduct  of  public  business  permits,  an  interested 
person  may  appear  before  an  agency  or  its  responsible  employees  for 
the  presentation,  adjustment,  or  determination  of  an  issue,  request, 
or  controversy  in  a  proceeding,  whether  interlocutory,  summary,  or 
otherwise,  or  in  connection  with  an  agency  function.  With  due  regard 
for  the  convenience  and  necessity  of  the  parties  or  their  representa- 
tives and  within  a  reasonable  time,  each  agency  shall  proceed  to  con- 
clude a  matter  presented  to  it.  This  subsection  does  not  grant  or  deny 
a  person  who  is  not  a  lawyer  the  right  to  appear  for  or  represent  others 
before  an  agency  or  in  an  agency  proceeding. 

(c)  Process,  requirement  of  a  report,  inspection,  or  other  investi- 
gative act  or  demand  may  not  be  issued,  made  or  enforced  except  as 
authorized  by  law.  A  person  compelled  to  submit  data  or  evidence  is 
entitled  to  retain  or,  on  payment  of  lawfully  prescribed  costs,  procure 
a  copy  or  transcript  thereof,  except  that  in  a  nonpublic  investigatory 
proceeding  the  witness  may  for  good  cause  be  limited  to  inspection  of 
the  official  transcript  of  his  testimony. 

(d)  Agency  subpenas  authorized  by  law  shall  be  issued  to  a  party 
on  request  and.  when  required  by  rules  of  procedure  on  a  statement 
or  showing  of  general  relevance  and  reasonable  scope  of  the  evidence 
sought.  On  contest,  the  court  shall  sustain  the  subpena  or  similar 
process  or  demand  to  the  extent  that  it  is  found  to  be  in  accordance 
with  law.  In  a  proceeding  for  enforcement,  the  court  shall  issue  an 
order  requiring  the  appearance  of  the  witness  or  the  production  of  the 
evidence  or  data  within  a  reasonable  time  under  penalty  of  punish- 
ment for  contempt  in  case  of  contumacious  failure  to  comply. 

(e)  Prompt  notice  shall  be  given  of  the  denial  in  whole  or  in  part 
of  a  written  application,  petition,  or  other  request  of  an  interested 
person  made  in  connection  with  any  agency  proceeding.-,  Except  in 
affirming  a  prior  denial  or  when  the  denial  is  self-explanatory,  the 
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notice  shall  be  accompanied  by  a  brief  statement  of  the  grounds  for 
denial. 

§556.  Hearings;  presiding  employees;  powers  and  duties;  burden 
of  proof ;  evidence ;  record  as  basis  of  decision 

(a)  This  section  applies,  according  to  the  provisions  thereof,  to 
hearings  required  by  section  553  or  554  of  this  title  to  be  conducted 
in  accordance  with  this  section. 

(b)  There  shall  preside  at  the  taking  of  evidence — 

(1)  the  agency; 

(2)  one  or  more  members  of  the  body  which  comprises  the 
agency;  or 

(3)  one  or  more  hearing  examiners  appointed  under  section 
3105  of  this  title. 

This  subchapter  does  not  supersede  the  conduct  of  specified  classes 
of  proceedings,  in  whole  or  in  part,  by  or  before  boards  or  other 
employees  specially  provided  for  by  or  designated  under  statute. 
The  functions  of  presiding  employees  and  of  employees  participating 
in  decisions  in  accordance  with  section  557  of  this  title  shall  be  con- 
ducted in  an  impartial  manner.  A  presiding  or  participating  employee 
may  at  any  time  disqualify  himself.  On  the  filing  in  good  faith  of  a 
timely  and  sufficient  affidavit  of  personal  bias  or  other  disqualification 
of  a  presiding  or  participating  emplo}Tee,  the  agency  shall  determine 
the  matter  as  a  part  of  the  record  and  decision  in  the  case. 

(c)  Subject  to  published  rules  of  the  agency  and  within  its  powers, 
employees  presiding  at  hearings  may — 

( 1 )  administer  oaths  and  affirmations ; 

(2)  issue  subpenas  authorized  by  law ; 

(3)  rule  on  offers  of  proof  and  receive  relevant  evidence; 

(4)  take  depositions  or  havedepositions  taken  when  the  ends 
of  justice  would  be  served ; 

(5)  regulate  the  course  of  the  hearing ; 

(6)  hold  conferences  for  the  settlement  or  simplification  of  the 
issues  by  consent  of  the  parties ; 

(7)  dispose  of  procedural  requests  or  similar  matters; 

(8)  make  or  recommend  decisions  in  accordance  with  section 
557  of  this  title ;  and 

(9)  take  other  action  authorized  by  agency  rule  consistent 
with  this  subchapter. 

(d)  Except  as  otherwise  provided  by  statute,  the  proponent  of  a  rule 
or  order  has  the  burden  of  proof.  Any  oral  or  documentary  evidence 
may  be  received,  but  the  agency  as  a  matter  of  policy  shall  provide 
for  the  exclusion  of  irrelevant,  immaterial,  or  unduly  repetitious  evi- 
dence. A  sanction  may  not  be  imposed  or  rule  or  order  issued  except 
on  consideration  of  the  whole  record  or  those  parts  thereof  cited  by  a 
party  and  supported  by  and  in  accordance  with  the  reliable,  probative, 
and  substantial  evidence.  The  agency  may,  to  the  extent  consistent 
with  the  interests  of  justice  and  the  policy  of  the  underlying  statutes 
administered  by  the  agency,  consider  a  violation  of  section  557(d)  of 
this  title  sufficient  grounds  for  a  decision  adverse  to  a  party  who  has 
knowingly  committed  such  violation  or  knowingly  caused  such  viola- 
tion to  occur.  A  party  is  entitled  to  present  his  case  or  defense  by  oral 
or  documentary  evidence,  to  submit  rebuttal  evidence,  and  to  conduct 
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such  cross-examination  as  may  be  required  for  a  full  and  truo  disclo- 
sure of  the  facts.  In  rule  making  or  determining  claims  for  money  or 
benefits  or  applications  for  initial  licenses  an  agency  may.  when  a 
party  will  not  be  prejudiced  thereby,  adopt  procedures  for  the  sub- 
mission of  all  or  part  of  the  evidence  in  written  form. 

(e)  The  transcript  of  testimony  and  exhibits,  together  with  all 
papers  and  requests  filed  in  the  proceeding,  constitute-  the  exclusive 
record  for  decision  in  accordance  with  section  557  of  this  title  and,  on 
payment  of  lawfully  prescribed  costs,  shall  be  made  available  to  the 
parties.  When  an  agency  decision  rests  on  official  notice  of  a  material 
fact  not  appearing  in  the  evidence  in  the  record,  a  party  is  entitled, 
on  timely  request,  to  an  opportunity  to  show  the  contrary. 

§557.  Initial  decisions;  conclusiveness;  review  by  agency;  sub- 
missions by  parties;  contents  of  decisions;  record 

(a)  This  section  applies,  according  to  the  provisions  thereof,  when 
a  hearing  is  required  to  be  conducted  in  accordance  with  section  556 
of  this  title. 

(b)  When  the  agency  did  not  preside  at  the  reception  of  the  evidence, 
the  presiding  employee  or,  in  cases  not  subject  to  section  554(d)  of 
this  title,  an  employee  qualified  to  preside  at  hearings  pursuant  to 
section  556  of  this  title,  shall  initially  decide  the  case  unless  the  agency 
requires,  either  in  specific  cases  or  by  general  rule,  the  entire  record 
to  be  certified  to  it  for  decision.  When  the  presiding  employee  makes 
an  initial  decision,  that  decision  then  becomes  the  decision  of  the 
agency  without  further  proceedings  unless  there  is  an  appeal  to,  or 
review  on  motion  of,  the  agency  within  time  provided  by  rule.  On 
appeal  from  or  review  of  the  initial  decision,  the  agency  has  all  the 
powers  which  it  would  have  in  making  the  initial  decision  except  as 
it  may  limit  the  issues  on  notice  or  by  rule.  When  the  agency  makes 
the  decision  without  having  presided  at  the  reception  of  the  evidence, 
the  presiding  employee  or  an  employee  qualified  to  preside  at  hearings 
pursuant  to  section  556  of  this  title  shall  first  recommend  a  decision, 
except  that  in  rule  making  or  determining  applications  for  initial 
licenses — 

(1)  instead  thereof  the  agency  may  issue  a  tentative  decision  or 
one  of  its  responsible  employees  may  recommend  a  decision ;  or 

(2)  this  procedure  may  be  omitted  in  a  case  in  which  the 
agency  finds  on  the  record  that  due  and  timely  execution  of  its 
functions  imperatively  and  unavoidably  so  requires. 

(c)  Before  a  recommended,  initial,  or  tentative  decision,  or  a  de- 
cision on  agency  review  of  the  decision  of  subordinate  employees,  the 
parties  are  entitled  to  a  reasonable  opportunity  to  submit  for  the 
consideration  of  the  employees  participating  in  the  decisions — 

(1)  proposed  findings  and  conclusions ;  or 

(2)  exceptions  to  the  decisions  or  recommended  decisions  of 
subordinate  employees  or  to  tentative  agency  decisions;  and 

(3)  supporting  reasons  for  the  exceptions  or  proposed  findings 
or  conclusions. 

The  record  shall  show  the  ruling  on  each  finding,  conclusion,  or  excep- 
tion presented.  All  decisions,  including  initial,  recommended,  and 
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tentative  decisions,  are  a  part  of  the  record  and  shall  include  a  state- 
ment of — 

(A)  findings  and  conclusions,  and  the  reasons  or  basis  therefor, 
on  all  the  material  issues  of  fact,  law,  or  discretion  presented  on 
the  record ;  and 

(B)  the  appropriate  rule,  order,  sanction,  relief,  or  denial 
thereof. 

(d)  (1)  In  any  agency  proceeding  which  is  subject  to  subsection 
(a)  of  this  section,  except  to  the  extent  required  for  the  disposition  of 
ex  parte  matters  as  authorized  by  law — 

(A)  no  interested  person  outside  the  agency  shall  make  or 
knowingly  cause  to  be  made  to  any  member  of  the  body  compris- 
ing the  agency,  administrative  law  judge,  or  other  employee  who 
is  or  may  reasonably  be  expected  to  be  involved  in  the  decisional 
process  of  the  proceeding,  an  ex  parte  communication  relevant  to 
the  merits  of  the  proceeding ; 

(B)  no  member  of  the  bod}T  comprising  the  agency,  adminis- 
trative law  judge,  or  other  employee  who  is  or  may  reasonably  be 
expected  to  be  involved  in  the  decisional  process  of  the  proceeding, 
shall  make  or  knowingly  cause  to  be  made  to  any  interested  per- 
son outside  the  agency  an  ex  parte  communication  relevant  to 
the  merits  of  the  proceeding ; 

(C)  a  member  of  the  body  comprising  the  agency,  administra- 
tive law  judge,  or  other  employee  who  is  or  may  reasonably  be 
expected  to  be  involved  in  the  decisional  process  of  such  proceed- 
ing who  receives,  or  who  makes  or  knowingly  causes  to  be  made, 
a  communication  prohibited  by  this  subsection  shall  place  on  the 
public  record  of  the  proceeding : 

(i)   all  such  written  communications; 

(ii)  memoranda  stating  the  substance  of  all  such  oral  com- 
munications: and 

(iii)  all  written  responses,  and  memoranda  stating  the  sub- 
stance of  all  oral  responses,  to  the  materials  described  in 
clauses  (i)  and  (ii)  of  this  subparagraph : 

(D)  upon  receipt  of  a  communication  knowingly  made  or 
knowingly  caused  to  be  made  by  a  party  in  violation  of  this  sub- 
section, the  agency,  administrative  law  judge,  or  other  employee 
presiding  at  the  hearing  may.  to  the  extent  consistent  with  the 
interests  of  justice  and  the  policy  of  the  underlying  statutes,  re- 
quire the  party  to  show  cause  why  his  claim  or  interest  in  the 
proceeding  should  not  be  dismissed,  denied,  disregarded,  or  other- 
wise adversely  affected  on  account  of  such  violation;  and 

(E)  the  prohibitions  of  this  subsection  shall  apply  beginning 
at  such  time  as  the  agency  may  designate,  but  in  no  case  shall 
they  begin  to  apply  later  than  the  time  at  which  a  proceeding  is 
noticed  for  hearing  unless  the  person  responsible  for  the  com- 
munication has  knowledge  that  it  will  be  noticed,  in  which  case 
the  prohibitions  shall  apply  beginning  at  the  time  of  his  acquisi- 
tion of  such  knowledge. 

(2)   This  subsection  does  not  constitute  authority  to  withhold  in- 
formation from  Congress. 
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§558.  Imposition  of  sanctions;  determination  of  applications  for 
licenses;  suspension,  revocation,  and  expiration  of  licenses 

(a)  This  section  applies,  according  to  the  provisions  thereof,  to  the 
exercise  of  a  power  or  authority. 

(b)  A  sanction  may  not  be  imposed  or  a  substantive  rule  or  order 
issued  except  within  jurisdiction  delegated  to  the  agency  and  as 
authorized  by  law. 

(c)  When  application  is  made  for  a  license  required  by  law,  the 
agency,  with  due  regard  for  the  rights  and  privileges  of  all  the  in- 
terested parties  or  adversely  affected  persons  and  within  a  reasonable 
time,  shall  set  and  complete  proceedings  required  to  be  conducted 
in  accordance  with  sections  556 -and  557  of  this  title  or  other  pro- 
ceedings required  by  law  and  shall  make  its  decision.  Except  in  cases 
of  willfulness  or  those  in  which  public  health,  interest,  or  safety 
requires  otherwise,  the  withdrawal,  suspension,  revocation,  or  annul- 
ment of  a  license  is  lawful  only  if,  before  the  institution  of  agency 
proceedings  therefor,  the  licensee  has  been  given — 

(1)  notice  by  the  agency  in  writing  of  the  facts  or  conduct 
which  may  warrant  the  action ;  and 

(2)  opportunity  to  demonstrate  or  achieve  compliance  with  all 
lawful  requirements. 

When  the  licensee  has  made  timely  and  sufficient  application  for  a 
renewal  or  a  new  license  in  accordance  with  agency  rules,  a  license 
with  reference  to  an  activity  of  a  continuing  nature  does  not  expire 
until  the  application  has  been  finally  determined  by  the  agency. 

§559.  Effect  on  other  laws;  effect  of  subsequent  statute 

This  subchapter,  chapter  7,  and  sections  1305,  3105,  3344,  4301(2) 
(E) ,  5362,  and  7521  of  this  title,  and  the  provisions  of  section  5335  (a) 
(B)  of  this  title  that  relate  to  hearing  examiners,  do  not  limit  or  repeal 
additional  requirements  imposed  by  statute  or  otherwise  recognized 
by  law.  Except  as  otherwise  required  by  law,  requirements  or  privileges 
relating  to  evidence  or  procedure  apply  equally  to  agencies  and  persons. 
Each  agency  is  granted  the  authority  necessary  to  comply  with  the 
requirements  of  this  subchapter  through  the  issuance  of  rules  or 
otherwise.  Subsequent  statute  may  not  be  held  to  supersede  or 
modify  this  subchapter,  chapter  7,  sections  1305,  3105,  3344,  4301 
(2)  (E),  5362,  or  7521  of  this  title,  or  the  provisions  of  section  5335 
(a)  (B)  of  this  title  that  relate  to  hearing  examiners,  except  to  the 
extent  that  it  does  so  expressly. 


Chapter  7.— JUDICIAL  REVIEW 

§  701.  Application ;  definitions 

(a)  This  chapter  applies,  according  to  the  provisions  thereof,  except 
to  the  extent  that — 

(1)  statutes  preclude  judicial  review ;  or 

(2)  agency  action  is  committed  to  agency  discretion  by  law. 

(b)  For  the  purpose  of  this  chapter — 

(1)  "agency"  means  each  authority  of  the  Government  of  the 
United  States,  whether  or  not  it  is  within  or  subject  to  review  by 
another  agency,  but  does  not  include — 


a33 

(A)  the  Congress; 

(B)  the  courts  of  the  United  States; 

(C)  the  governments  of  the  territories  or  possessions  of  the 
United  States ; 

(D)  the  government  of  the  District  of  Columbia ; 

(E)  agencies  composed  of  representatives  of  the  parties 
or  of  representatives  of  organizations  of  the  parties  to  the 
disputes  determined  by  them ; 

(F)  courts  martial  and  military  commissions; 

(G)  military  authority  exercised  in  the  field  in  time  of 
war  or  in  occupied  territory ;  or 

(H)   functions  conferred  by  sections  1738,  1739,  1743,  and 
1744  of  title  12;  chapter  2  of 'title  41 ;  or  sections  1622,  1884, 
1891-1902,  and  former  section  1641(b)(2),  of  title  50,  ap- 
pendix; and 
(2)   "person",  "rule",  "order",  "license",  "sanction",  "relief", 
and  "agencv  action"  have  the  meanings  given  them  by  section 
551  of  this  title. 
§702.  Right  of  review 

A  person  suffering  legal  wrong  because  of  agency  action,  or  ad- 
versely affected  or  aggrieved  by  agencv  action  within  the  meaning  of 
a  relevant  statute,  is  entitled  to  judicial  review  thereof.  An  action  in  a 
court  of  the  United  States  seeking  relief  other  than  money  damages 
and  stating  a  claim  that  an  agency  or  an  officer  or  employee  thereof 
acted  or  failed  to  act  in  an  official  capacity  or  under  color  of  legal 
authority  shall  not  be  dismissed  nor  relief  therein  be  denied  on  the 
ground  that  it  is  against  the  United  States  or  that  the  United  States  is 
an  indispensable  party.  The  United  States  may  be  named  as  a  defend- 
ant in  any  such  action,  and  a  judgment  or  decree  may  be  entered 
against  the  United  States ;  Provided.  That  any  mandatory  or  injunc- 
tive decree  shall  specify  the  Federal  officer  or  officers  (by  name  or  by 
title),  and  their  successors  in  office,  personally  responsible  for  compli- 
ance. Xothing  herein  (1)  affects  other  limitations  on  judicial  review 
or  the  power  or  duty  of  the  court  to  dismiss  any  action  or  deny  relief 
on  any  other  appropriate  legal  or  equitable  ground;  or  (2)  confers 
authority  to  grant  relief  if  any  other  statute  that  grants  consent  to 
suit  expressly  or  impliedly  forbids  the  relief  which  is  sought. 

§  703.  Form  and  venue  of  proceeding 

The  form  of  proceeding  for  judicial  review  is  the  special  statutory 
review  proceeding  relevant  to  the  subject  matter  in  a  court  specified  by 
statute  or,  in  the  absence  or  inadequacy  thereof,  any- applicable  form 
of  legal  action,  including  actions  for  declaratory  judgments  or  writs  of 
prohibitory  or  mandatory  injunction  or  habeas  corpus,  in  a  court  of 
competent  jurisdiction.  If  no  special  statutory  review  proceeding  is 
applicable,  the  action  for  judicial  review  may  be  brought  against  the 
United  States,  the  agency  by  its  official  title,  or  the  appropriate  officer. 
Except  to  the  extent  that  prior,  adequate,  and  exclusive  opportunity 
for  judicial  review  is  provided  by  law,  agency  action  is  subject  to 
judicial  review  in  civil  or  criminal  proceedings  for  judicial  enforce- 
ment. 
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§  704.  Actions  reviewable 

Agency  action  made  reviewable  by  statute  and  final  agency  action 
for  which  there  is  no  other  adequate  remedy  in  a  court  are  subject  to 
judicial  review.  A  preliminary,  procedural,  or  intermediate  agency 
action  or  ruling  not  directly  reviewable  is  subject  to  review  on  the 
review  of  the  final  agency  action.  Except  as  otherwise  expressly 
required  by  statute,  agency  action  otherwise  final  is  final  for  the  pur- 
poses of  this  section  whether  or  not  there  has  been  presented  or  deter- 
mined an  application  for  a  declaratory  order,  for  any  form  of  recon- 
siderations, or.  unless  the  agency  otherwise  requires  by  rule  and 
provides  that  the  action  meanwhile  is  inoperative,  for  an  appeal  to 
superior  agency  authority. 

§  705.  Relief  pending  review 

When  an  agency  finds  that  justice  so  requires,  it  may  postpone  the 
effective  date  of  action  taken  by  it,  pending  judicial  review.  On  such 
conditions  as  may  be  required  and  to  the  extent  necessary  to  prevent 
irreparable  injury,  the  reviewing  court,  including  the  court  to  which 
a  case  may  be  taken  on  appeal  from  or  on  application  for  certiorari 
or  other  writ  to  a  reviewing  court,  may  issue  all  necessary  and  appro- 
priate process  to  postpone  the  effective  date  of  an  agency  action  or  to 
preserve  status  or  rights  pending  conclusion  of  the  review  proceedings. 

§  706.  Scope  of  review 

To  the  extent  necessary  to  decision  and  when  presented,  the  review- 
ing court  shall  decide  all  relevant  questions  of  law,  interpret  con- 
stitutional and  statutory  provisions,  and  determine  the  meaning  or 
applicability  of  the  terms  of  an  agency  action.  The  reviewing  court 
shall — 

(1)  compel  agency  action  unlawfully  withheld  or  unreasonably 
delayed;  and 

(2)  hold  unlawful  and  set  aside  agency  action,  findings,  and 
conclusions  found  to  be — 

(A)  arbitrary,  capricious,  an  abuse  of  discretion,  or  other- 
wise not  in  accordance  with  law ; 

(B)  contrary  to  constitutional  right,  power,  privilege,  or 
immunity ; 

(C)  in  excess  of  statutory  jurisdiction,  authority,  or  limita- 
tions, or  short  of  statutory  right; 

(D^  without  observance  of  procedure  required  by  law; 

(E)  unsupported  by  substantial  evidence  in  a  case  subject 
to  sections  556  and  557  of  this  title  or  otherwise  reviewed  on 
the  record  of  an  agency  hearing  provided  by  statute ;  or 

(F)  unwarranted  by  the  facts  to  the  extent  that  the  facts 
are  subject  to  trial  de  novo  by  the  reviewing  court. 

In  making  the  foregoing  determinations,  the  court  shall  review  the 
whole  record  or  those  parts  of  it  cited  by  a  party,  and  due  account 
shall  be  taken  of  the  rule  of  prejudicial  error. 

HEARING  EXAMINERS  (5  U.S.C.  3105,  3344,  5362,  and  7521) 

*  *  *  *  *  *  * 

§  3105.  Appointment  of  hearing  examiners 

Each  agency  shall  appoint  as  many  hearing  examiners  as  are  neces- 
sary for  proceedings  required  to  be  conducted  in  accordance  with 
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sections  556  and  557  of  this  title.  Hearing  examiners  shall  be  assigned 
to  cases  in  rotation  so  far  as  practicable,  and  may  not  perform  duties 
inconsistent  with  their  duties  and  responsibilities  as  hearing  examiners. 

******* 
§  3344.  Details ;  hearing  examiners 

An  agency  as  defined  by  section  551  of  this  title  which  occasionally 
or  temporarily  is  insufficiently  staffed  with  hearing  examiners  ap- 
pointed under  section  3105  of  this  title  may  use  hearing  examiners 
selected  by  the  Civil  Service  Commission  from  and  with  the  consent 
of  other  agencies. 

******* 

§  5362.  Hearing  examiners 

Hearing  examiners  appointed  under  section  3105  of  this  title  are 
entitled  to  pay  prescribed  by  the  Civil  Service  Commission  independ- 
ently of  agency  recommendations  or  ratings  and  in  accordance  with 
subchapter  III  of  this  chapter  and  chapter  51  of  this  title. 

******* 

§7521.  Removal 

A  hearing  examiner  appointed  under  section  3105  of  this  title  may 
be  removed  by  the  agency  in  which  he  is  employed  only  for  good  cause 
established  and  determined  by  the  Civil  Service  Commission  on  the 
record  after  opportunity  for  hearing. 


ADMINISTRATIVE  PRACTICE 

Title  5,  United  States  Code 

Chapter  5.— ADMINISTRATIVE  PROCEDURE 

SUBCHAFrER    I. GENERAL    PROVISIONS 

§  500.  Administrative  practice ;  general  provisions 

(a)  For  the  purpose  of  this  section — 

(1)   "agency''  has  the  meaning  given  it  by  section  551  of  this  title ; 
and 

(2)  "State"  means  a  State,  a  territory  or  possession  of  the 
United  States  including  a  Commonwealth,  or  the  District  of 
Columbia. 

(b)  An  individual  who  is  a  member  in  good  standing  of  the  bar  of 
the  highest  court  of  a  State  may  represent  a  person  before  an  agency 
on  filing  with  the  agency  a  written  declaration  that  he  is  currently 
qualified  as  provided  by  this  subsection  and  is  authorized  to  represent 
the  particular  person  in  whose  behalf  he  acts. 

(c)  An  individual  who  is  duly  qualified  to  practice  as  a  certified 
public  accountant  in  a  State  may  represent  a  person  before  the  Internal 
Revenue  Service  of  the  Treasury  Department  on  filing  with  that 
agency  a  written  declaration  that  he  is  currently  qualified  as  provided 
by  this  subsection  and  is  authorized  to  represent  the  particular  person 
in  whose  behalf  he  acts. 

(d)  This  section  does  not — 

(1)  grant  or  deny  to  an  individual  who  is  not  qualified  as 
provided  by  subsection  (b)  or  (c)  of  this  section  the  right  to 
appear  for  or  represent  a  person  before  an  agency  or  in  an  agency 
proceeding ; 

(2)  authorize  or  limit  the  discipline,  including  disbarment,  of 
individuals  who  appear  in  a  representative  capacity  before  an 
agency; 

(3)  authorize  an  individual  who  is  a  former  employee  of  an 
agency  to  represent  a  person  before  an  agency  when  the  repre- 
sentation is  prohibited  by  statute  or  regulation ;  or 

(4)  prevent  an  agency  from  requiring  a  power  of  attorney  as 
a  condition  to  the  settlement  of  a  controversy  involving  the  pay- 
ment of  money. 

(e)  Subsections  (b)-(d)  of  this  section  do  not  apply  to  practice 
before  the  Patent  Office  with  respect  to  patent  matters  that  continue 
to  be  covered  by  chapter  3  (sections  31-33)  of  title  35. 

(f )  When  a  participant  in  a  matter  before  an  agency  is  represented 
by  an  individual  qualified  under  subsection  (b)  or  (c)  of  this  section, 
a  notice  or  other  written  communication  required  or  permitted  to  be 
given  the  participant  in  the  matter  shall  be  given  to  the  representative 
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in  addition  to  any  other  service  specifically  required  by  statute.  When 
a  participant  is  represented  by  more  than  one  such  qualified  repre- 
sentative, service  on  any  one  of  the  representatives  is  sufficient. 

******* 

§  503.  Witness  fees  and  allowances 

(a)  For  the  purpose  of  this  section  "agency"  has  the  meaning 
given  it  by  section  5721  of  this  title. 

(b)  A  witness  is  entitled  to  the  fees  and  allowances  allowed  by 
statute  for  witnesses  in  the  courts  of  the  United  States  when — 

(1)  he  is  subpenaed  under  section  304(a)  of  this  title;  or 

(2)  he  is  subpenaed  to  and  appears  at  a  hearing  before  an 
agency  authorized  by  law  to  hold  hearings  and  subpena  wit- 
nesses to  attend  the  hearings. 


RULEMAKING  AUTHORITY;  DELEGATION 
Title  5,  United  States  Code 

Chapter  3.— POWERS 

Sec. 

301.  Departmental  regulations. 

302.  Delegation  of  authority. 

303.  Oaths  to  witnesses. 

304.  Subpenas. 

305.  Systematic  agency  review  of  operations. 

§  301.  Departmental  regulations 

The  head  of  an  Executive  department  or  military  department  may 
prescribe  regulations  for  the  government  of  his  department,  the  con- 
duct of  its  employees,  the  distribution  and  performance  of  its  busi- 
ness, and  the  custody,  use,  and  preservation  of  its  records,  papers,  and 
property.  This  section  does  not  authorize  withholding  information 
from  the  public  or  limiting  the  availability  of  records  to  the  public. 

§302.  Delegation  of  authority 

(a)  For  the  purpose  of  this  section,  "agency"  has  the  meaning  given 
it  by  section  5721  of  this  title. 

(b)  In  addition  to  the  authority  to  delegate  conferred  by  other 
law,  the  head  of  an  agency  may  delegate  to  subordinate  officials  the 
authority  vested  in  him — 

(1)  by  law  to  take  final  action  on  matters  pertaining  to  the 
employment,  direction,  and  general  administration  of  personnel 
under  his  agency ;  and 

(2)  by  section  3702  of  title  44  to  authorize  the  publication  of 
advertisements,  notices,  or  proposals. 
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SELECTED  JUDICIAL  REVIEW  PROVISIONS  OF 
TITLE  28,  U.S.C. 

Sections  1254,  1331,  1391(e)  and  2112  of  Title  28, 
United  States  Code 

§1254.  Courts  of  appeals;  certiorari;  appeal;  certified  questions 

Cases  in  the  courts  of  appeals  may  be  reviewed  by  the  Supreme 
Court  by  the  following  methods : 

(1)  By  writ  of  certiorari  granted  upon  the  petition  of  any 
party  to  any  civil  or  criminal  case,  before  or  after  rendition  of 
judgment  or  decree; 

(2)  By  appeal  by  a  party  relying  on  a  State  statute  held  by  a 
court  of  appeals  to  be  invalid  as  repugnant  to  the  Constitution, 
treaties  or  laws  of  the  United  States,  but  such  appeal  shall  pre- 
clude review  by  writ  of  certiorari  at  the  instance  of  such  appellant, 
and  the  review  on  appeal  shall  be  restricted  to  the  Federal 
questions  presented ; 

(3)  By  certification  at  any  time  by  a  court  of  appeals  of  any 
question  of  law  in  any  civil  or  criminal  case  as  to  which  instruc- 
tions are  desired,  and  upon  such  certification  the  Supreme  Court 
may  give  binding  instructions  or  require  the  entire  record  to  be 
sent  up  for  decision  of  the  entire  matter  in  controversy. 
******* 

§1331.  Federal  question;  amount  in  controversy;  costs 

(a)  The  district  courts  shall  have  original  jurisdiction  of  all  civil 
actions  wherein  the  matter  in  controversy  exceeds  the  sum  or  value  of 
$10,000,  exclusive  of  interest  and  costs,  and  arises  under  the  Constitu- 
tion, laws,  or  treaties  of  the  United  States,  except  that  no  such  sum 
or  value  shall  be  required  in  any  such  action  brought  against  the 
United  States,  any  agency  thereof,  or  any  officer  or  employee  thereof 
in  his  official  capacity. 

(b)  Except  when  express  provision  therefor  is  otherwise  made  in  a 
statute  of  the  United  States,  where  the  plaintiff  is  finally  adjudged  to 
be  entitled  to  recover  less  than  the  sum  or  value  of  $10,000,  computed 
without  regard  to  any  setoff  or  counterclaim  to  which  the  defendant 
may  be  adjudged  to  be  entitled,  and  exclusive  of  interests  and  costs, 
the  district  court  may  deny  costs  to  the  plaintiff  and,  in  addition,  may 
impose  costs  on  the  plaintiff. 

§  1391.  Venue  generally 

(e)  A  civil  action  in  which  a  defendant  is  an  officer  or  employee  of 
the  Linked  States  or  any  agency  thereof  acting  in  his  official  capacity 
or  under  color  of  legal  authority,  or  an  agency  of  the  United  States, 
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or  the  United  States,  may,  except  as  otherwise  provided  by  law,  be 
brought  in  any  judicial  district  in  which  (1)  a  defendant  in  the  action 
resides,  or  (2)  the  cause  of  action  arose,  or  (3)  any  real  property 
involved  in  the  action  is  situated,  or  (4)  the  plaintiff  resides  if  no 
real  property  is  involved  in  the  action.  Additional  persons  may  be 
joined  as  parties  to  any  such  action  in  accordance  with  the  Federal 
Rules  of  Civil  Procedure  and  with  such  other  venue  requirements  as 
would  be  applicable  if  the  United  States  or  one  of  its  officers, 
employees,  or  agencies  were  not  a  party. 

The  summons  and  complaint  in  such  an  action  shall  be  served  as 
provided  by  the  Federal  Rules  of  Civil  Procedure  except  that  the  de- 
livery of  the  summons  and  complaint  to  the  officer  or  agency  as  re- 
quired by  the  rules  may  be  made  by  certified  mail  beyond  the  terri- 
torial limits  of  the  district  in  which  the  action  is  brought. 

*  *  *  *  *  *  * 

§  2112.  Record  on  review  and  enforcement  of  agency  orders 

(a)  The  rules  prescribed  under  the  authority  of  section  2072  of  this 
title  may  provide  for  the  time  and  manner  of  filing  and  the  contents 
of  the  record  in  all  proceedings  instituted  in  the  courts  of  appeals  to 
enjoin,  set  aside,  suspend,  modify,  or  otherwise  review  or  enforce 
orders  of  administrative  agencies,  boards,  commissions,  and  officers. 
Such  rules  may  authorize  the  agency,  board,  commission,  or  officer 
to  file  in  the  court  a  certified  list  of  the  materials  comprising  the  record 
and  retain  and  hold  for  the  court  all  such  materials  and  transmit  the 
same  or  any  part  thereof  to  the  court,  when  and  as  required  by  it, 
at  any  time  prior  to  the  final  determination  of  the  proceeding,  and  such 
filing  of  such  certified  list  of  the  materials  comprising  the  record  and 
such  subsequent  transmittal  of  any  such  materials  when  and  as 
required  shall  be  deemed  full  compliance  with  any  provision  of  law 
requiring  the  filing  of  the  record  in  the  court.  The  record  in  such 
proceedings  shall  be  certified  and  filed  in  or  held  for  and  transmitted 
to  the  court  of  appeals  by  the  agency,  board,  commission,  or  officer 
concerned  within  the  time  and  in  the  manner  prescribed  by  such 
rules.  If  proceedings  have  been  instituted  in  two  or  more  courts  of 
appeals  with  respect  to  the  same  order  the  agency,  board,  commission, 
or  officer  concerned  shall  file  the  record  in  that  one  of  such  courts  in 
which  a  proceeding  with  respect  to  such  order  was  first  instituted. 
The  other  courts  in  which  such  proceedings  are  pending  shall  there- 
upon transfer  them  to  the  court  of  appeals  in  which  the  record  has 
been  filed.  For  the  convenience  of  the  parties  in  the  interest  of  justice 
such  court  may  thereafter  transfer  all  the  proceedings  with  respect  to 
such  order  to  any  other  court  of  appeals. 

(b)  The  record  to  be  filed  in  the  court  of  appeals  in  such  a  proceeding 
shall  consist  of  the  order  sought  to  be  reviewed  or  enforced,  the  findings 
or  report  upon  which  it  is  based,  and  the  pleadings,  evidence,  and  pro- 
ceedings before  the  agency,  board,  commission,  or  officer  concerned, 
or  such  portions  thereof  (1)  as  the  rules  prescribed  under  the  authority 
of  section  2072  of  this  title  may  require  to  be  included  therein,  or 
(2)  as  the  agency,  board,  commission,  or  officer  concerned,  the  peti- 
tioner for  review  or  respondent  in  enforcement,  as  the  case  may  be,  and 
any  intervenor  in  the  court  proceeding  by  written  stipulation  filed 
with  the  agency,  board,  commission,  or  officer  concerned  or  in  the 
court  in  any  such  proceeding  may  consistently  with  the  rules  pre- 


a43 

scribed  under  the  authority  of  section  2072  of  this  title  designate  to  be 
included  therein,  or  (3)  as  the  court  upon  motion  of  a  party  or,  after 
a  prehearing  conference,  upon  its  own  motion  may  by  order  in  any 
such  proceeding  designate  to  be  included  therein.  Such  a  stipulation 
or  order  may  provide  in  an  appropriate  case  that  no  record  need  be 
filed  in  the  court  of  appeals.  If,  however,  the  correctness  of  a  finding 
of  fact  by  the  agency,  board,  commission,  or  officer  is  in  question  all 
of  the  evidence  before  the  agency,  board,  commission,  or  officer  shall 
be  included  in  the  record  except  such  as  the  agency,  board,  commission, 
or  officer  concerned,  the  petitioner  for  review  or  respondent  in  en- 
forcement, as  the  case  may  be,  and  any  intervenor  in  the  court  pro- 
ceeding by  written  stipulation  filed  with  the  agency,  board,  commis- 
sion, or  officer  concerned  or  in  the  court  agree  to  omit  as  wholly 
immaterial  to  the  questioned  finding.  If  there  is  omitted  from  the  rec- 
ord any  portion  of  the  proceedings  before  the  agency,  board,  commis- 
sion, or  officer  which  the  court  subsequently  determines  to  be  proper 
for  it  to  consider  to  enable  it  to  review  or  enforce  the  order  in  question 
the  court  may  direct  that  such  additional  portion  of  the  proceedings 
be  filed  as  a  supplement  to  the  record.  The  agency,  board,  commission, 
or  officer  concerned  may,  at  its  option  and  without  regard  to  the  fore- 
going provisions  of  this  subsection,  and  if  so  requested  by  the  peti- 
tioner for  review  or  respondent  in  enforcement  shall,  file  in  the  court 
the  entire  record  of  the  proceedings  before  it  without  abbreviation. 

(c)  The  agency,  board,  commission,  or  officer  concerned  may  trans- 
mit to  the  court  of  appeals  the  original  papers  comprising  the  whole 
or  any  part  of  the  record  or  any  supplemental  record,  otherwise  true 
copies  of  such  papers  certified  by  an  authorized  officer  or  deputy  of 
tne  agency,  board,  commission,  or  officer  concerned  shall  be  trans- 
mitted. Any  original  papers  thus  transmitted  to  the  court  of  appeals 
shall  be  returned  to  the  agency,  board,  commission,  or  officer  con- 
cerned upon  the  final  determination  of  the  review  or  enforcement 
proceeding.  Pending  such  final  determination  any  such  papers  may 
be  returned  by  the  court  temporarily  to  the  custody  of  the  agency, 
board,  commission,  or  officer  concerned  if  needed  for  the  transaction 
of  the  public  business.  Certified  copies  of  any  papers  included  in  the 
record  or  any  supplemental  record  may  also  be  returned  to  the  agency, 
board,  commission,  or  officer  concerned  upon  the  final  determination 
of  review  or  enforcement  proceedings. 

(d)  The  provisions  of  this  section  are  not  applicable  to  proceedings 
to  review  decisions  of  the  Tax  Court  of  the  United  States  or  to  pro- 
ceedings to  review  or  enforce  those  orders  of  administrative  agencies, 
boards,  commissions,  or  officers  which  are  by  law  reviewable  or  en- 
forceable by  the  district  courts. 


Chapter  158.— ORDERS  OF  FEDERAL  AGENCIES;  REVIEW 

§  2341.  Definitions 

As  used  in  this  chapter — 

(1)  "clerk"  means  the  clerk  of  the  court  in  which  the  petition 
for  the  review  of  an  order,  reviewable  under  this  chapter,  is  filed ; 

(2)  "petitioner"  means  the  party  or  parties  by  whom  a  petition 
to  review  an  order,  reviewable  under  this  chapter,  is  filed;  and 

(3)  "agency"  means — 
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(A)  the  Commission,  when  the  order  sought  to  be  reviewed 
was  entered  by  the  Federal  Communications  Commission,  the 
Federal  Maritime  Commission,  the  Interstate  Commerce  Com- 
mission, or  the  Atomic  Energy  Commission,  as  the  case  may 
be; 

(B)  the  Secretary,  when  the  order  was  entered  by  the 
Secretary  of  Agriculture ;  and 

(C)  the  Administration,  when  the  order  was  entered  by 
the  Maritime  Administration. 

§  2342.  Jurisdiction  of  court  of  appeals 

The  court  of  appeals  has  exclusive  jurisdiction  to  enjoin,  set  aside, 
suspend  (in  whole  or  in  part),  or  to  determine  the  validity  of — 

(1)  all  final  orders  of  the  Federal  Communications  Commission 
made  reviewable  by  section  402(a)  of  title  47; 

(2)  all  final  orders  of  the  Secretary  of  Agriculture  made  under 
chapters  9  and  20A  of  title  7,  except  orders  issued  under  sections 
210(e),  217a,  and  499g(a)  of  title  7; 

(3)  such  final  orders  of  the  Federal  Maritime  Commission  or 
the  Maritime  Administration  entered  under  chapters  23  and  23A 
of  title  46  as  are  subject  to  judicial  review  under  section  830  of 
title  46; 

(4)  all  final  orders  of  the  Atomic  Energy  Commission  made 
reviewable  by  section  2239  of  title  42 ;  and 

(5)  all  rules,  regulations,  or  final  orders  of  the  Interstate  Com- 
merce Commission  made  reviewable  by  section  2321  of  this  title. 

Jurisdiction  is  invoked  by  filing  a  petition  as  provided  by  section  2344 
of  this  title. 

§  2343.  Venue 

The  venue  of  a  proceeding  under  this  chapter  is  in  the  judicial  cir- 
cuit in  which  the  petitioner  resides  or  has  its  principal  office,  or  in  the 
United  States  Court  of  Appeals  for  the  District  of  Columbia  Circuit. 

§2344.  Review  of  orders;   time;   notice;   contents  of  petition; 
service 

On  the  entry  of  a  final  order  reviewable  under  this  chapter,  the 
agency  shall  promptly  give  notice  thereof  by  service  or  publication  in 
accordance  with  its  rules.  Any  party  aggrieved  by  the  final  order  may, 
within  60  days  after  its  entry,  file  a  petition  to  review  the  order  in  the 
Court  of  Appeals  wherein  venue  lies.  The  action  shall  be  against  the 
United  States.  The  petition  shall  contain  a  concise  statement  of — 

(1)  the  nature  of  the  proceedings  as  to  which  review  is  sought; 

(2)  the  facts  on  which  venue  is  based ; 

(3)  the  grounds  on  which  relief  sought ;  and 

(4)  the  relief  prayed. 

The  petitioner  shall  attach  to  the  petition,  as  exhibits,  copies  of  the 
order,  report,  or  decision  of  the  agency.  The  clerk  shall  serve  a  true 
copy  of  the  petition  on  the  agency  and  on  the  Attorney  General  by 
registered  mail,  with  request  for  a  return  receipt. 

§  2345.  Prehearing  conference 

The  court  of  appeals  may  hold  a  prehearing  conference  or  direct  a 
judge  of  the  court  to  hold  a  prehearing  conference. 
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§  2346.  Certification  of  record  on  review 

Unless  the  proceeding  has  been  terminated  on  a  motion  to  dismiss 
the  petition,  the  agency  shall  file  in  the  office  of  the  clerk  the  record 
on  review  as  provided  by  section  2112  of  this  title. 

§  2347.  Petitions  to  review ;  proceedings 

(a)  Unless  determined  on  a  motion  to  dismiss,  petitions  to  review 
orders  reviewable  under  this  chapter  are  heard  in  the  court  of  appeals 
on  the  record  of  the  pleadings,  evidence  adduced  and  proceedings 
before  the  agency,  when  the  agency  has  held  a  hearing  whether  or  not 
required  to  do  so  by  law. 

(b)  When  the  agency  has  not  held  a  hearing  before  taking  the  action 
of  which  review  is  sought  by  the  petition,  the  court  of  appeals  shall 
determine  whether  a  hearing  is  required  by  law.  After  that  determina- 
tion, the  court  shall — 

(1)  remand  the  proceedings  to  the  agency  to  hold  a  hearing, 
when  a  hearing  is  required  by  law ; 

(2)  pass  on  the  issues  presented,  when  a  hearing  is  not  required 
by  law  and  it  appears  from  the  pleadings  and  affidavits  filed  by 
the  parties  that  no  genuine  issue  of  material  fact  is  presented ;  or 

(3)  transfer  the  proceedings  to  a  district  court  for  the  district 
in  which  the  petitioner  resides  or  has  its  principal  office  for  a 
hearing  and  determination  as  if  the  proceedings  were  originally 
initiated  in  the  district  court,  when  a  hearing  is  not  required  by 
law  and  a  genuine  issue  of  material  fact  is  presented.  The  pro- 
cedure in  these  cases  in  the  district  court  is  governed  by  the 
Federal  Rules  of  Civil  Procedure. 

(c)  If  a  party  to  a  proceeding  to  review  applies  to  the  court  of  ap- 
peals in  which  the  proceeding  is  pending  for  leave  to  adduce  additional 
evidence  and  shows  to  the  satisfaction  of  the  court  that — 

(1)  the  additional  evidence  is  material ;  and 

(2)  there  were  reasonable  grounds  for  failure  to  adduce  the 
evidence  before  the  agency  ; 

the  court  may  order  the  additional  evidence  and  any  counterevidence 
the  opposite  party  desires  to  offer  to  be  taken  by  the  agency.  The 
agency  may  modify  its  findings  of  fact,  or  make  new  findings,  by  reason 
of  the  additional  evidence  so  taken,  and  may  modify  or  set  aside  its 
order,  and  shall  file  in  the  court  the  additional  evidence,  the  modified 
findings  or  new  findings,  and  the  modified  order  or  the  order  setting 
aside  the  original  order. 

2348.  Representation  in  proceeding ;  intervention 

The  Attorney  General  is  responsible  for  and  has  control  of  the 
interests  of  the  Government  in  all  court  proceedings  under  this  chap- 
ter. The  agency,  and  any  party  in  interest  in  the  proceeding  before  the 
agency  whose  interests  will  be  affected  if  an  order  of  the  agency  is  or  is 
not  enjoined,  set  aside,  or  suspended,  may  appear  as  parties  thereto  of 
their  own  motion  and  as  of  right,  and  be  represented  by  counsel  in  any 
proceeding  to  review  the  order.  Communities,  associations,  corpora- 
tions, firms,  and  individuals,  whose  interests  are  affected  by  the  order 
of  the  agency,  may  intervene  in  any  proceeding  to  review  the  order.  The 
Attorney  General  may  not  dispose  of  or  discontinue  the  proceeding  to 
review  over  the  objection  of  any  party  or  intervenor,  but  any  inter- 
venor  may  prosecute,  defend,  or  continue  the  proceeding  unaffected  by 
the  action  or  inaction  of  the  Attorney  General. 
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§  2349.  Jurisdiction  of  the  proceeding 

(a)  The  court  of  appeals  has  jurisdiction  of  the  proceeding  on  the 
filing  and  service  of  a  petition  to  review.  The  court  of  appeals  in  which 
the  record  on  review  is  filed,  on  the  filing,  has  jurisdiction  to  vacate 
stay  orders  or  interlocutory  injunctions  previously  granted  by  any 
court,  and  has  exclusive  jurisdiction  to  make  and  enter,  on  the  petition, 
evidence,  and  proceedings  set  forth  in  the  record  on  review,  a  judge- 
ment determining  the  validity  of,  and  enjoining,  setting  aside,  or  sus- 
pending, in  whole  or  in  part,  the  order  of  the  agency. 

(b)  The  tiling  of  the  petition  to  review  does  not  of  itself  stay  or 
suspend  the  operation  of  the  order  of  the  agency,  but  the  court  of 
appeals  in  its  discretion  may  restrain  or  suspend,  in  whole  or  in  part, 
the  operation  of  the  order  pending  the  final  hearing  and  determination 
of  the  petition.  When  the  petitioner  makes  application  for  an  inter- 
locutory injunction  restraining  or  suspending  the  enforcement,  opera- 
tion, or  execution  of,  or  setting  aside,  in  whole  or  in  part,  any  order 
reviewable  under  this  chapter,  at  least  5  days'  notice  of  the  hearing 
thereon  shall  be  given  to  the  agency  and  to  the  Attorney  General. 
In  a  case  in  which  irreparable  damage  would  otherwise  result  to  the 
petitioner,  the  court  of  appeals  may,  on  hearing,  after  reasonable 
notice  to  the  agency  and  to  the  Attorney  General,  order  a  temporary 
stay  or  suspension,  in  whole  or  in  part,  of  the  operation  of  the  order 
of  the  agency  for  not  more  than  60  days  from  the  date  of  the  order 
pending  the  hearing  on  the  application  for  the  interlocutory  injunc- 
tion, in  which  case  the  order  of  the  court  of  appeals  shall  contain  a 
specific  finding,  based  on  evidence  submitted  to  the  court  of  appeals, 
and  identified  by  reference  thereto,  that  irreparable  damage  would 
result  to  the  petitioner  and  specifying  the  nature  of  the  damage.  The 
court  of  appeals,  at  the  time  of  hearing  the  application  for  an  inter- 
locutory injunction,  on  a  like  finding,  may  continue  the  temporary 
stay  or  suspension,  in  whole  or  in  part,  until  decision  on  the  applica- 
tion. The  hearing  on  an  application  for  an  interlocutory  injunction 
shall  be  given  preference  and  expedited  and  shall  be  heard  at  the 
earliest  practicable  date  after  the  expiration  of  the  notice  of  hearing 
on  the  application.  On  the  final  hearing  of  any  proceeding  to  review 
any  order  under  this  chapter,  the  same  requirements  as  to  precedence 
and  expedition  apply. 

§  235C.  Review  in  Supreme  Court  on  certiorari  or  certification 

(a)  An  order  granting  or  denying  an  interlocutory  injunction  under 
section  2349(b)  of  this  title  and  a  final  judgment  of  the  court  of 
appeals  in  a  proceeding  to  review  under  this  chapter  are  subject  to 
review  by  the  Supreme  Court  on  a  writ  of  certiorari  as  provided  by 
section  1254(1)  of  this  title.  Application  for  the  writ  shall  be  made 
within  45  days  after  entry  of  the  order  and  within  90  days  after  entry 
of  the  judgment,  as  the  case  may  be.  The  United  States,  the  agency, 
or  an  aggrieved  party  may  file  a  petition  for  a  writ  of  certiorari. 

(b)  The  provisions  of  section  1254(3)  of  this  title,  regarding  certifi- 
cation, and  of  section  2101  (f)  of  this  title,  regarding  stays,  also  apply 
to  proceedings  under  this  chapter. 

§  2351.  Enforcement  of  orders  by  district  courts 

The  several  district  courts  have  jurisdiction  specifically  to  enforce, 
and  to  enjoin  and  restrain  any  person  from  violating  any  order  issued 
under  section  193  of  title  7. 
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